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Mpeancnoeue

1 NMOOIOTOBIEH ®enepanbHbIM rocy4apcTBEHHBIM DIOIKETHLIM yupexXaeHueM « POCCUIACKWMIA MHCTU-
TyT cTaHgapTtuaaumu» (OIrBY «MHCTUTYT cTaHgapTM3alnm») Ha OCHOBEe COBCTBEHHOrO NepeBofa Ha PYCCKUM
A3bIK aHIMOSA3bIYHOW BEPCUMM CTaHAapTa, YKa3aHHOro B NyHkTe 4

2 BHECEH TexHu4eckuMm KoMUTETOM No ctaHaapTtusaummn TK 458 «PaspaboTka, Npon3BoACTBO U KOH-
TpOnb KayecTBa NIEKAPCTBEHHbIX CpeacTB»

3 YTBEPX/EH W BBEJEH B IENCTBWE Mpukasom ®enepansHOro areHTCTBa No TEXHUYECKOMY pe-
rynupoBaHuio U metponoruu ot 9 nioHa 2025 r. Ne 540-cT

4 HacTtodawmin ctaHgapT vAeHTUYeH mexgyHapogHomy ctaHgapty MCO 13408-2:2018 «AcenTtude-
CKOEe NMpOoW3BOACTBO MEOMUWHCKON npogykuunu. Yacte 2. Ctepunuaytowaa dunstpauuay» (ISO 13408-2:2018
«Aseptic processing of health care products — Part 2: Sterilizing filtration», IDT).

[Mpw NpUMEHEeHUN HACTOSALLEro CTaH4apTa PEKOMEHOYETCSA UCNOMNbL30BaTh BMECTO CChINIOYHbLIX MEXAYHa-
pPOOHbLIX CTAHAAPTOB COOTBETCTBYHOLLME UM HALMOHANbHLIE U MEXTOCY4apCTBeHHbIe CTaHAapTbl, CBEOEHUs O
KOTOPbIX NpUBEAeHbl B AONOMHUTENLHOM NpunoxeHuu OA.

[JononHuTenbHble CHOCKW B TEKCTe CcTaH4apTa, BblAereHHble KYpCUBOM, NpuBedeHbl AN MosCHEHUs
TekcTa opuruHana

5 B3AMEH IroCT P NCO 13408-2—2007

MNpasuna npumeHeHuUss Hacmosweao cmaHdapma ycmaHoeneHsl 8 cmamse 26 @edepanbHO20 3aKOHa
om 29 uwoHa 2015 a. Ne 162-®3 «O cmaxdapmu3sauuu 8 Pocculickoli ®edepauyuuy. MHgpopmalyus o6 us-
MEHEHUSIX K HacmosLweMmy cmaHoapmy nybnukyemcs 8 exe200HOM (Mo COCMOSHUK Ha 1 SHeaps MeKyLwe2o
2o00a) uHgopmMayUuoHHOM yKasamene «HayuoHaneHbie cman0apmel», a oguyuanbHbIl MmeKcm u3MeHeHul
U MonpasoKk — 8 eXeMecayHoOM UHOPMayUOHHOM yKasamerne «HayuoHanbHbie cmaHdapmel». B ciyyae
repecmompa (3ameHbi) uu ommMeHsl Hacmosuweeo cmaHdapma coomeemcmeytouwee ygedomneHue bydem
onybnukoeaHo 8 6nuxaluwemMm 8bINycKe eXeMecsyHo20 UHOPMAaUUOHHO20 ykasamens «HauyuoHanbHble
cmaHOapmbl». Coomeemcmayouwas UHGhopMayus, yeedoMaeHUe U MmeKkcmbl pa3Melamcs makxe 8 UH-
ghopmauuoHHoU cucmeme obuezo nonk3oeaHus — Ha oguuuanbHoM calime @edepansHo20 azeHmemea rno
MexHU4YecKkoMy peaynuposaHuro U Memposoauu 8 cemu MHmepHem (www.rst.gov.ru)

© 1S0, 2018
© OdpopmneHue. ®IBY «MHcTUTYT cTaHgapTuaaguuy», 2025

HacTtodawumin ctaHgapt He MOXeT ObITb MOMHOCTLID UMK YACTUYHO BOCNpoOM3BedeH, TUpaXnnpoeBaH U pac-
NMPpOCTpaHEH B Ka4vecTBe OCbMLlMEU'IbHOrO nsnaHua bes pa3peleHns ¢e,|:|,epaanor0 dareHTCTBa Nno TeXHN4eCKo-
MY perynupoeaHvmio U MeTponorum

]
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BeegeHue

MCO 13408-1 yctaHaenueaeT obLime TpeboBaHMA K acenTMYEeCKOMY NPOU3BOLACTBY MeOMWLIMHCKOWM Npo-
aykuunu. MNockonbKy gononHuUTensHele TpeboBaHWA NS TakMX NPOLECCOB, KaK: CTepunuayoLwasn dpunstpaums,
nuodunusaums, OMMCTKa U CTepUnu3auus Ha MecTe, U3oNUpYyloLWKne cUCTEMbI U ansTepHaTUBHbBIE MPOLIECChI
npW NPOWM3BOACTBE MEAWLMHCKMX U3AEnUiA 1 KOMBUHUMPOBAHHOW MEAWLMHCKON NpoayKUWW, — SABRSAIOTCS 40-
CTaToOYHO 06 bEMHBIMU ANA NPUBEAEHUA UX B KadecTse npunoxeHuin B MCO 13408-1, BbINo NPUHATO peLleHne
0 paspaboTke gononHuTenbHbIx Yacten MCO 13408. C gononHUTenbHbIMKU TpeboBaHUsAMY, YCTAaHOBNEHHBIMM
ONs KaXaoro u3 nepedymcrieHHblx NpoLeccos, MOXHO noapobHee o3HakoMuTbes B YacTax 2—7 CO 13408.

Crepunuaywowlasa uneTpauns sBnNAeTcs BaXXHEWLW MM 3TanoM acenTUYecKoro TEXHOMOrMYeckoro npo-
uecca. Banugaumns npouecca ctepunuayrollen ounstpauumn MoXeT BblTe KOMMNIEKCHOW, MOCKOMBKY, Kak rnpa-
BUIMO, ee NpoBOAAT ANA KOHKPETHOro npouecca, WCMorfb3ayeMoro Ang KOHKPEeTHOro npoaykta. HacTtoAwui
cTaH4apT ycTaHaenuaeT TpeboBaHWs, NMpu CODMNIOAEHUMM KOTOPBLIX MPOLECC CTepUNnuUayloLlen unsTpaumm
obecne4nBaeT apPeKTMBHOE yaaneHne MUKPOOPraHWaMoB U3 PUILTPYeMOoRn cpedbl (KUOKOCTU MM rasa) u
nonyJyeHue kadectBeHHoro cunstpata. CobniogeHue ycTaHoOBNeHHbIX TpeboraHuin cnocobeTeyeT obecne-
UEHMI0 HAZEeXHOCTU U BOCMPOWM3BOOVMMOCTU CTEpUNU3yoLen unsTpaunm M Takum obpa3om no3BonseT C
OOCTaTOMHON YBEPEHHOCTBIO 3asBNATH O TOM, YTO UCMONb3yeMbli(ble) CTepunuayrWnin(ne) punstp(bl) Npu
3agaHHbIX ycrnoBuax paboTel obecrnevyMBaeT(loT) NonyvyeHne CTepUibHOMO gunsTpata. BocnpoussoaMmocTs
WM HaZleXHOCTb MnpoLlecca cTepunuaylowen punbTpauumn SBNAITCA BaXHLIMU XapaKkTepucTUKamMu, NoCKONbKY
3agepMBaHue MUKPOOPraHU3mMOoB U Pr3anyeckas LenoCcTHOCTb CTEPUNU3YIOLLEro (oUNsTpa He MOryT KOHTPO-
NMPOBAaTLCA HEMPEPLIBHO B TEYEHKWE BCEro npouecca (unstpauny B oTAMYMe oT CTepunusauum ¢ MCnomnb3o-
BaHWeM BrMoUMIoB, rae XapakTepUCTUKKU NpoLecca MOryT KOHTPOMMPOBATLCH HA MPOTAXEHUN BCETO NpoLuecca.

Ecnu B mpouecce Banugauuy ycTaHOBMEHa BOCMPOW3BOAMMAS B3aMMOCBS3b MEXAY CnocoBHOCTbH
cTepunuayoLlero unsTpa 3agepxmsartb MUKPOOPraHnambl, cneluduyHsle ana punsTpyemMon cpefbl, U gu-
3MYECKON LenoCTHOCTLI AAaHHOro hunbTpa, TO UCNoNb3yT NOAXOAAWMe HepaspyLlualLlme UChbITaHusa Ha
LeNoCTHOCTL (bunbTpa A0 M MOCHe ero MCnofnb30BaHus, 4TOObl onpedenvTb, YCNELWHo Nk NpoLen npoLlecc
hunsTpauum Npon3BedeHHON cepun Npoaykumnun. MNpyu TEPMUHANBHOW CTEPUMNMU3aLMN KMHETMKA MHAKTMBALWK
NoAYMHSETCA MareMaTuyeckol 3aBMCUMOCTU, YTO MO3BOMNSET pacCyuTaTb rapaHTUPOBAHHLIA YPOBEHb CTe-
PUMBHOCTK (SAL*). lNpu yoaneHunm MUKpOOpPraHuamMoB U3 (OUNbLTpyemMon cpefbl nytem dounsTpauum gaHHbIN
MaTeMaTM4YeCKWiA 3aKoH He cobriogaeTtcs, No3ToMy Afs NPOAyKTa, CTepPUIM30BaHHOIO NyTeM (bunbTpaumm,
TEPMWH «rapaHTUPOBAaHHbLIA YPOBEHb CTEPUINBHOCTUY HE NMPUMEHUM.

C momeHTa nybnukaumm NepBoro M3gaHus HacTOsLLero cTaHgapTa MpPoM30LWIo 3Ha4YuTernbHoe pasBu-
Tne B obnacTtu paspaboTku 1 UCnonb3oBaHUs BuodapmaueBTUHECKMX NpenapaToB, MegUUMHCKUX N3nenui
Buonoruyeckoro AencTeus n buoMeaULUNHCKUX KNeTOYHbIX NPOAYKTOB. B 1aHHOM u3gaHum HacToSALLEro cTaH-
OapTa NnoA4YepKUBaETCs BaXKHOCThL rMyBoKoro NnoHMMaHusa Npupoabl MUKPOOPraHn3MoB, COCTaBnsaoLwmx buoHa-
rpy3Ky Ha cTepunusyemyto ournsTpyemMyo cpely, BKIovas ee B3auMOCBA3b C TUMNOBbIMU MUKPOOPraHM3Mamu,
ncrnornbayemMblMu A onpegeneHnsa sh@eKTUBHOCTW CTEPUIM3YIOLWEero unstpa. Hanpumep, KoHTaMmuHauus
MWKOMNNa3sMoin MOXET cTaTb Cepbe3HOon Npobnemoit nNpu Npon3BoacTBe bodapmMaleBTUYecKknx, BUoTexHono-
rM4ecknx u BMoOMegUuLMHCKNUX KNEeTOMHbIX NpoayKToB. [MyBoKoe NoHMMaHWe acnekToB, CBA3aHHbLIX C peanbHOon
BMONOrMyeckon Harpyskomn, NO3BONUT NPUMEHATL COOTBETCTBYHOLLME Mepbl NPELOCTOPOXHOCTW Npu paspa-
BoTke, Banuaauuu ¥ KOHTpOne npouecca ctepunuayollen dounstpauun ansa obecnedyeHns BesonacHoCcTy U
KadyecTBa hunbTpaTta.

Hymepauwna nonoxeHwin B HACTOSALEM CTaHAapTe OcyluecTBneHa Ans yaobcTea NpMMeHeHWs Nomnb3o-
BaTenem cTaHgapTa W He npeanonaraeTt, YToObl OHW BbIMNOMHANUCL B TOM NMOPSAAKE, B KOTOPOM NpeacTaBeHbl.
[MonoxeHna HacToALero cTtaHaapTa He 0bs3atenbHO NPUMEHSAOT NocneaoBaTenbHO, MOCKOMbKY NPOrpaMmsbl
pa3paboTkn v Banuaauumn MoryT BbiTb Luknuyeckumu. [Ana BbINOMHEHWSI HEKOTOPbLIX NOMNOXEHUn MOoryT BbiTb
NpWBMeYeHbl OTAENbHbIE NMUA W/WnK opraHu3auyun. HacToswmin cTaHgapT He YCTaHaBnyMBaeT KOHKPETHbIE
nvua urnu opraHnsaunmn, KoTopble JOMKHbI BBINONHATE COOTBETCTBYIOLLME MONMOXEHUS.

PekomeHaaunm no NpUMeHEeHUo HACTOALWEro cTaHaapTa NpUBeaeHsl B MPUNOXKEHUN A.

" SAL om aHan. sterility assurance level.
v
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HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON OEOEPALUMN

ACENTUYECKOE NPOU3BOACTBO MEOUUWHCKOW NMPOOYKLU WK
YHacTtb 2
Crepunusyrouwas punbrpayus

Aseptic processing of health care products. Part 2. Sterilizing filtration

Oarta eBegeHna — 2026—06—01

1 O6nacTb NnpuMeHeHunA

HacTosawumi ctaHgapT ycTaHaBNMBaeT TpeboBaHWUS K CTEPUNN3YIOLLEN UITETPALUK KaK 3Tany acentu-
YeCcKOro NpovM3BOACTBA MeULMHCKOW NPoayKLWK, ocyllecTBnseMomy B cooteeTcTBUM ¢ MCO 13408-1. Cran-
JapT Takke yCTaHABNUBAET pekoMeHZauuun rno cobniogeHunio TpeboBaHnin K MOHTaXy, BanMaauum 1 nopagky
npoBedeHus npouecca CTepunnaytoLlen punstpaunn.

HacTtoswmi ctaHO4apT He NpUMEHUM K npoueccam yaaneHus BUpycos.

Crepunusytowaa punsTpalms He NpMMeHNUMa K pUnsTpyeMbiM Cpefam, COAePKaLlMM YacTuLbl pa3me-
pOM, NpeBkILLALWKUM pasMep nop dunsrpa (Hanpumep, bakTepuansHble LeNbHOKNETOUHbIE BaKLUHBI).

HacTtoswumin ctaHgapT He pacnpocTpaHsieTcs Ha BhICOKO3((eKTUBHbIE (PUNLTPLI OYUCTKW BO34YXa
(HEPA-punesTpbl).

HacToawmi ctaHgapT He ycTaHaBsnvBaeT TpeboBaHui k paspaboTke, Banuaauumn n KOHTPOSH npolecca
yoaneHus Bo3bygutenei rybuyaTbix sHUedanonaTuin, Takux kak nodecyxa, rybyaras sHuedanonaTusa KpynHo-
ro poraTtoro ckota 1 6oneadb Kpentudenbata-Akoba. B otaenbHbIX cTpaHax paspabotaHbl ocobble pekomeH-
pauun no obpaboTke MaTepManos, NOTEHUMANBHO 3apaXXeHHLIX NepevYncrneHHbIMU BO3BYANTENAMUN.

2 HopmaTuBHbIe CCbINKH

B HacTosem cTaHOapTe UCNONb30BaHbI HOPMATUBHLIE CChIMKKM Ha cnefylollne cTaHoapTsl [Ans gatu-
POBaHHbLIX CChINOK NPUMEHSOT TOMNBKO YKazaHHOE U3aHWe CChINOYHOro cTaH4apTa, AN HedaTMPOBaHHbBIX —
nocriegHee (BKMw4Yas BCe M3MEHEHUS)]:

ISO 11135, Sterilization of health-care products — Ethylene oxide — Requirements for the development,
validation and routine control of a sterilization process for medical devices (CTepunu3auuna MeguLUHCKON Npo-
aykuun. 3TuneHokcua. TpeboraHMsa K pa3paboTke, Banugaluun U TeKyLlemMy yrpaBneHuo NpoLeccoM CTepu-
nn3auum MeOULUHCKUX N3nenuvin)

ISO 11137-1, Sterilization of health care products — Radiation — Part 1: Requirements for development,
validation and routine control of a sterilization process for medical devices (Ctepunu3auuna MeguLUHCKON Npo-
aykuun. PagnaunonHas ctepunuaauums. Yacts 1. TpeboBaHua k pa3paboTke, Banuaauum U TEKYLLEMY KOHTPO-
N0 NpoLecca CTEPUNU3aLnun MeguUMHCKUX N3aenvi)

ISO 11139, Sterilization of health care products — Vocabulary — Terms used in sterilization and related
equipment and process standards (CTepunusauums MeguuMHCKon npogykunu. CnoBapb TEPMUHOR, UCMNOMb3Y-
eMbIX B CTaHAapTax Ha CTepUNn3aluoHHoe U aHanorudHoe obopyaoBaHue 1 Npouecchl CTepUnnaaLum)

ISO 13408-1:2008"), Aseptic processing of health care products — Part 1: General requirements (Acen-
TU4Yeckoe Npou3BOLACTBO MEAUUMHCKON npoaykuuu. Yacts 1. Obuwme TpeboBaHus)

1) 3ameHeH Ha 1SO 13408-1:2023. OgHako Ans OOHO3HAYHOMO COBMNAEHNs TpeboBaHWUA HacTosLLero cTaHgapTa,

BbIpa)XE&HHOro B ,ElaTVIpDBaHHOﬁ CCbIIKE, PEKOMEHOYETCA MCNONb30BaTh TONBKO YKa3aHHOE B 3TOW CChINKE M3gaHue.

MapaHune ochbuumnansHoe
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ISO 13408-1:2008/Amd. 1:2013"), Aseptic processing of health care products — Part 1: General
requirements — Amendment 1 (AcenTudeckoe NpPoOM3BOACTBO MEAWLMHCKOM npogykumu. HYacte 1. Obwwme
TpeboBaHusa. MameHeHne 1)

ISO 13408-5, Aseptic processing of health care products — Part 5: Sterilization in place (Acentuueckoe
NPOW3BOACTBO MeAULMHCKON npoaykuumn. Yacte 5. Ctepunusauuns Ha mecTe)

ISO 13485, Medical devices — Quality management systems — Requirements for regulatory purposes
(MN3penus meguumHckne. CucTeMbl MeEHEIKMeHTa kadecTBa. CucteMHble TpeboBaHWs ans uenei perynupo-
BaHuWs)

ISO 17665-1, Sterilization of health care products — Moist heat — Part 1: Requirements for the
development, validation and routine control of a sterilization process for medical devices (Ctepunusauusa
MeOuUMHCKOM npoaykumm. BnaxkHoe Tenno. Yacte 1. TpeboBaHua k pa3paboTke, Banuiauun u Tekylemy
KOHTPOMIO npouecca cTepunuaaumm MeguuMHCKUX U3genuia)

3 TepmMuHbI U onpegeneHus

B HacTosiwem cTtaHgapTe npuMeHeHbl TepMuHbl no MCO 11139, a Takke cnefyrwine TepMUHbI C COOT-
BETCTBYIOLLMMW ONpeneneHusaMu.

MCO n M3K nopnepxuBaoT TepMUHONoruvyeckne b6asel JaHHbBIX, UCMONb3yeMbIe B CTaHOApPTU3aLUK Mo
cnefyrLuM agpecam:

- nnatdopma oHnaiH-npocmotpa VMCO: pocTtynHa no agpecy https://www.iso.org/obp

- Onektponeauns M3OK: goctynHa no agpecy http://www.electropedia.org/

3.1 mcnbiTaHue Ha 3agepxuBaHue GakTepuit' (bacterial challenge test): TexHnyeckas onepauws, Bbi-
nonHsemasi Ana oueHkn cnocobHocTn ¢hunbmpa (3.5) 3agepmMBaTtb MUKPOOPraHN3Mbl U3 (OUNLTPyeMoit Te-
CTOBOW cpefbl, cooepxallel bakTepun, Npy YyCTAHOBMEHHLIX YCIOBUAX.

3.2 Guonoruueckas Harpyska (6uonarpyska)”™ (bioburden): Monynsums *U3HECNOCOBHBLIX MUKPO-
opzaHu3mos (3.9) Ha NOBepPXHOCTU NPOAYKTa UMK B MPOAYKTE U/UNKU CTEPUNBHOM BapbepHOR cucTeEME.

MpumevyaHue 1— B HacTosAWweM cTaHdapTe Ans TepMuHa «buoHarpyakay Takke NpUMEHUMO onpeaeneHue —
MonynsiLmMs XK13HecnocobHbIX MUKPOOPraHnamMoB B ¢husibmpyemod cpede (3.6) oo cmepunuaytowed gunsmpavud (3.11).

3.3 xuMuyeckans coBmecTumocTb <cmnbrpa> (chemical compatibility): BoamoxHoCTe COBMECTHOMO
ncnone3oBaHus obpabaTtbiBaeMbix GpunsTpyembix cpeq (3.6) u matepuanos ¢guasmpa (3.5) npu 3agaHHbIX
ycnosusix npouecca 6e3 HeraTMBHOrO BO34eNCTBUSA OOHOMO Ha ApYyroe.

3.4 akcTparupyemoe BewecTBo (exiractable): BelwlecTBo, Boigensiemoe guinbmpom (3.5) nnm ero ma-
Tepuanom npu UCNonb30BaHUN SKCTPAKLMOHHOIO pacTBoOpa W/MMW B YCINOBUAX 3KCTPAKLMKU NO MEHLLUEN Mepe
TaKOM Ke XMMWYECKOW aKTUBHOCTU, Kak NpW NpeanonaraeMom NpuMeHeHuu.

[1SO 10993-12:2012, 3.8, nameHeHo — n3MeHeHa popmynupoekal.

3.5 domnbrp (filter): KoHCTpyKUMS M3 MOpPUCTOro MaTepuana, Yepes KOTOPYyH MponyckawT guiasmpye-
myto cpedy (3.6) ons yoaneHus Xn3HecnocoOHbIX /UM HEXU3HECNOCOOHbIX YacTul,.

3.6 domnbrpyemas cpepa (fluid): BewecTBo (unn cMmech BellecTB), KoTopoe(ble) HemnpepbiBHO
aedopmupyeTcs(toTes) (TEYeT) NOA AeCTBMEM NPUINOXEHHON COBWUIAIOLENA CUIbI.

Mpumep — Xudkocme, 2a3, Nnap unu nnasma.

MpumevaHune 1 — dunsTpaTt hUNLTPYEMOW cpelbl, NoaBepraeMor cmepunusyrowed gunsmpayuu (3.11),
MOXET ABNATECHA NPOM3BOAUMON MeAWLMHCKOW NPoAYKLUMEA Uy ee KOMNOHEHTOM, ra3oM, UCMonbsL3yemeiM Ans obecneye-
HWUA M3OLITOYHOIO AABNEHWA, NN TEXHUYECKUM ra3oM, MOCTYNaKwLWMM B 30HY acenTnyeckon obpaboTku (Hanpumep, rassl,
NOCTYNaIoLWME U3 NHEBMATUHECKUX KINanaHoB).

3.7 ucnbiTaHue counbTpa Ha uenoctHocTh (filter integrity test): Hepaspywatwee dwusmnyeckoe vc-
nblTaHWe, KOTOPoe NoaTBepKaaeT cnocobHOCTEL hunbTpa B cO6paHHOM COCTOAHMM 3a4epKuBaTh GakTepun.

3.8 BbIMbIBaemoe BellecTBO (leachable): BelwecTBo, BoigenseMoe ¢ghunsmpom (3.5) nnu KOMNOHeEH-
Tamu cobpaHHoro huneTpa B yCNoBMAX NpeanonaraeMoro npuMeHeHus.

1) 3ameHeH Ha ISO 13408-1:2023. OgHako Ans ogHO3HAYHOMo cobnioAeHns TpeGoBaHNs HACTOSALLEro cTaHgapTa,
BbIpaXEHHOTO B A4ATUPOBaHHOW CCbINKEe, PEKOMEHOYETCA UCNONb30BaTh TOMNbKO YKa3aHHOE B 3TOW CCbINKe U3faHue.

’ ,ﬂonycxaemc;! makKXxe ripuMeHeHue roHAMUUA «ucrbelmadue Ha 3aaepﬁ(ueaHue MUKPOOPeaHUu3mMog».
- ﬂonycxaemcg makxe rnpumeHeHUe NOHAMUA ((MUKPOGUOHOEU'-JECK&FI qucmomas.
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3.9 mukpoopraHuam (microorganism): MuKpockonm4eckne opraHuamMbl, Takme kak Gaktepuu, rpubbl,
npocTeilume 1 BUPYChI.

MpumedyaHue 1— B HacTosALEM CTaHAapTe BUPYChbl HE PAcCMaTpUBAKITCA.

3.10 HoMMHanNbHLIA pa3mep nop (pore size rating): 3agaBneHHbIA U YCTAHOBNEHHLIN HA 3TUKETKE HO-
MUHanNbHLIA pasmep nop gunsmpa (3.5).

MpumedyaHue 1 — HoMMHanbHEIA paamep Nop OnNpedenseTcs HA OCHOBAHWWM MoKasaTenei 3afepKMBaHUA
TECTOBbIX YacTuL,. HoMMHanbHLIA pa3mep Nop He 0bA3aTenbHO ABNAETCA (HU3UYECKUM JUaMETPOM Mop, 3TO NoKa3saTenb,
OCHOBaHHbBIN HA pa3Mepe 4acTuL, KOTopble YAansTCcs (UNLTPOM.

3.11 cTepunuaytowana cdunbrpaumnsa (sterilizing filtration): YoaneHnve xu3HecnocobHbIx Mukpoopza-
Husmos (3.9) us gpunsmpyemotl cpede! (3.6) nyTem nponyckaHnsa aTol cpedbl Yepes ¢punemp (3.5) npm 3a-
OaHHbIX YCNOBUSAX NpoLecca ANA Nony4YeHusa cTepunbHoro dunsTpaTa.

4 3nemMeHTBI CUCTEMbI KayecTBa

4.1 O6LWue NonoxeHs

[na obecneyeHus Haanexallero KOHTPONS BCeX BbIMOMHAEMbIX Onepauui, BIUSILWUX Ha cTepu-
nuzylowyo GunsTpaunlo, AomkHa ObiTb BHEApeHa cUcTeMa MeHeLXMEeHTa KadecTBa, COOTBETCTBYyLUAas
MCO 13408-1:2008, paznen 4, n MCO 13408-1:2008/Amd.1:2013. Kpome Toro, gonkHbl cobnwogaTtbca Tpebo-
BaHWUA, NpuBedeHHble B 4.2 1 4.3 HacTogLlero ctaHgapra.

4.2 OTBeTCTBEHHOCTb PYKOBOACTBA

Heobxogumo obecneunTb nNpoBedeHne W AOKYMEHTUPOBaHWE 0By4eHWs onepaTopoB, YYacTBYLLUX B
npouecce cTepunuaytowen hunbTpaLun, BKITIOYALWENo U3yYeHne:

a) npouefdyp wUnbLTpaLMKn, BUAOB OTKA30B U HEODXOOUMbIX NPeaynpexaatLLnX MeponpusaTUi;

b) Teopuu 1 NPaKTUKK NO NPOBEAEHWUIO UCTIBITAHWIA HA LENOCTHOCTL;

C) npouenyp paccnegoBaHWsi OTKA30B M Mep, NPUHMMAEMbIX B Crydae OTKIOHEHWA NpU NpoBedeHUr
MCMBLITAHWA Ha LENOCTHOCTL;

d) npouenypy cbopku chuneTpa (BKMYasa acenTUHecKy TEXHWUKY, ecrnii HeobxoaMmo);

e) npouefyp YCTaHOBKW, OYACTKM U CTEPUNU3ALIMN hUnbTpa.

4.3 MoctaBka punsTpoB

4.3.1 HeobxooMmo ycTaHOBUTE Mpouedypbl 3akynkun (punbTpoB WM MnsTpoBansHoro obopygoBaHus.
[aHHble npoueaypbl OOMKHbLI COOTBETCTBOBATL NPUMEHMMbLIM nonoxeHusm MCO 13485 unu 3KBUBaNeHTHOM
cUCTEMBI KayecTea .

4.3.2 Mexpgy nonb3oBartenemM unbTpa U ero Npon3BoAMTENeM OOMKHO BbiTh 3aKMHYEHO NMUCbMEHHOE
cornallieHve o TOM, YTO Npou3BoauTens ByaeT yBeAOMMATb NOMb30BaTens o fbbiX U3MEHEeHUAX YCNoBUIA
npousBoacTBa uUnbTpa, KOTOpble NoTeHUManbHO MOryT NOBNUATL Ha onpedeneHHbie napameTpbl PUNETPY-
eMOW cpefbl U caMoro npouecca.

4.3.3 Heobxognmo yCTaHOBWUTL NpoLeaypbl MAEHTUUKALUKY U NPOCNEXNBAEMOCTN UNLTPOR. [aHHble
npoueaypbl OOMKHbI COOTBETCTBOBATL NPUMEHUMBIM NonoxeHuam ctaHaapta MCO 13485 nnu akBMBaneHT-
HOW CUCTEeMbI Ka4yecTea.

5 TpeGoBaHuA K cTepunuayrowemy ounbsTpy

5.1 O6wue nonoxeHuUn

PaspaboTka cneundukaymnmy CTepUnmayioLlero unstpa — 370 ONpefeneHne Toro, Kakme MunsTpsl Mo-
YT BbITb NPUTOAHLI AN UCTNONbL30BaHUA B Ka4ecTBe CTepUnuayroLLero ounkTpa B NpoLecce CTepUnuayLLe
hvnbTpaUuMK ansg gaHHon UnsTpyemon cpedbl. OBbIYHO 3TOT NMPOLIECC BbINOMHAET NoMb3oBaTent (MUNbLTpa ¢
y4yeToM MHpopMaUMKM, NONYyYeHHOR OT Npon3BoaUTensa unsTpa.

" B Poccuticxoii @edepauuu npu npoussodcmse nexapcmeeHHsix cpedcme cnedyem ydumsisams «[Ipasuna Had-
nexauwjel npouseodcmeeHHoOU nNpakmuku Eepa3sulickozo 3koHOMUYECKO20 coto3ar, ymeepxdeHHble PeweHuem Cosema
E3K om 3 Hosib6ps1 2016 2. Ne 77.
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CTtepunuayowme hunbTpbl BKIOYAKT B TOM YKUCNe creaylwme Buabi:

a) membpaHHble UNbLTPYOLWME OUCKN, KOTOPbIE NOMb30BaTENb YCTAHABIVBAET B KOPNYyChl/OepxaTenu
pUNETPOB;

b) kapTpuaxHble UNLTPLI, KOTOPLIE NONL30BATENL YCTAaHABNMBAET B KOpNychl/aepxaTenu unsTpos;

C) YCTpOWCTBA, NOCTaBNsieMble NPOM3BOAUTENEM (PUMLTPOB B NpedBapuTensHO cobpaHHoM Buae (kan-
CYnbl/MaTpOHbI).

Crneundukauun ana unbTPoB, MCNOMNb3yeMblX B NPOWM3BOACTBE, AOMXKHbI COOTBETCTBOBATL Che-
unukaumam ans punsTpoe, UCNONb3yeMbIX NPY Banuaauuy NpoaykumMm 1 npouecca unsTpaumu.

5.2 3drchekTUBHOCTEL yAaneHUss MUKpOOpPraHM3mMoB

5.2.1 [ng Kkax[oro codeTaHus cTepunuayiollero punstpa U Tuna unsTpyeMoi cpefbl Heobxogumo
perncTpupoBaTth gaHHble 06 3(hEeKTUBHOCTW yOaneHus MUKpPoopraHnmamoB. Kak npaeuno, sTo genarT npu
NMOMOLLW UCMBITAHUA Ha 3a4epXXUBaHWE C UCMOMNb30BaHMEM:

a) B3BECU MUKPOOPraHW3MOB, CNeLngUYHbIX ANS NPONM3BOAMMON NPOAYKUUN, NPpWU hUnbTpaunm Xnoko-
CTU U

b) TMNOBLIX MUKPOOPraHM3MOB B a3P030MEBHON B3BECK NpY oUNETpaLMK ra3os.

5.2.2 Heobxognmo onpenenuTb XapakTepUCTUKW npouecca U MX B3aMMOAEWCTBME B OTHOLWUEHWU 3d-
eKTUBHOCTK yOaneHuss MMKPOOPraHM3amMoB. TakuMK XxapakTepucTukamuy B TOM YUCHE ABMNAITCA:

a) xapakTepucTukn OUNbTPYOLLEN MeMBpaHbl, TakMe Kak pacnpegeneHne nop no pasmepam, XuMmuye-
CKWI COCTaB MNOBEPXHOCTW, CTPOEHME U TUMN nonuMepa MembpaHbl (cm. 8.2.1);

b) xapakTepucTukn ouneTpoBansHoro obopynosaHus (cm. 6.4);

C) XapaKTepucTukn hunsTpyeMoin cpefbl, TakMe KakK BNUSHWE MOBEPXHOCTHO-aKTUBHLIX BELLECTB UITK
nobaBok, BKodasa abcopbupylollee BNusaHWe hunsTpyeMon cpefbl Ha MUKpPOOpraHuaMel, pH, Ba3kocTs, oc-
MOMSIPHOCTb, MOBEPXHOCTHOE HATSHKEHMEe U MOHHAaA cuna (cm. 7.1.2);

d) BuoHarpyska Ha unLTpyemy cpeny; KonnM4ecTBo, TUM W pa3mep KNeTOoK OpraHu3MoB, NPUCYTCTBY-
IoLWKMX B hunbTpyemon cpefe, a Takke TeXHOMNormdeckme ycrnoBmusa Unu peuenTypbl, KOTOpble MOFYT NOBMUATL
Ha pa3mep kneTok (cMm. 7.1.2);

€) TexHomnorv4yeckue ycroBuA, TakMe Kak pasMep cepuu, TemnepaTypa, nepenaj AaBreHus, CKOpPoCTb
NnoToKa, Bpemst XpaHeHusa 1 Bpemsa punstpauum (cm. 8.3.1);

f) BnnsiHMe npouecca cTepunuaaumMm Ha 3 eKkTUBHOCTL unbLTpa.

B cny4ae ctepunusylowen punsTpaumMm ra3os HEKOTOPbLIE U3 BbilenepevyncreHHbIX NnapamMmeTpoB MoryT
ObITb HEMPUMEHNMbI.

5.3 BnuaHue matepunanos

5.3.1 HeobxoaMmo OUEHWUTL BNUSHWE IKCTParMpyemMbiX WMNW BbIMbIBAEMbIX BELLECTB M3 MaTepuanoB
cuneTpa(oB) Ha punsTpyemble cpegbl (cm. 8.2.2.2 n 8.2.2.3).

5.3.2 HeobxogmMmo oueHWTL BMsHME aacopbunn NpoayKuuW Unu ee KOMMOHEHTOB Ha MaTtepwuan(bl)
cunetpa(oB) (cm. 8.2.2.4).

5.3.3 ®unbTpbl HE OOMXKHbLI BEIAENATL BOMOKHA.

MpumevyaHne — B kavecTBe BONOKHA, KaK MpaBuno, paccMaTpyvBakT YacTUL, UMEIOLLYI0 COOTHOLLEHWE CTO-
POH (OTHOLEeHWe AnuHb K wupuHe) 10 unu tonee.

5.3.4 Tpu NOBTOPHOM UCMNONb30BaHWK (PUNLETPOB NPOBEAEHUE TAKUX NMPOLECCOB, KakK pasbopka, o4ncT-
Ka, ononackueaHue, XpaHeHue, NoBTopHas cbopka, NPOMbIBKa U CTepUNUaaLuns, AOMKHO BbiTe 060CHOBAHO.
Heo6xoQuMo oLEeHUTb BIUAHKE 3TUX NPOLECCOB Ha 3 EeKTMBHOCTL YOaneHnss MUKpOOPraHWaMoB U MaTepu-
anbl ounbTpa (ons bonee nogpobHoi nHdopmauun cm. 8.2.3.2).

5.4 3konorn4yeckue acnekTbl

I'Ipoue,qypbl YHUHTOXEHUA UCMNOJNE30BaHHbIX MaTepuanoe cbwanpa OOIMKHbBI Y4YUTbIBATb Harnun4dme B HUX
CbVIJ'IbTPYEMbIX BeuwecTB obecneunBaTb 5930HBCHyIO YTUNMU3aU K.

I pumMmevyaHne — Cne,qyeT NPUMEHATL COOTBETCTBYHOLLNE TpeGOBaHIfIH no ytnnusaymmn oTxonoB.
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6 TpeboBaHusa K npoueccy u obopyaoBaHuio

6.1 O6wue nonoxeHUn

HacToslWni pasgen cogepxuT nonoxexHusi, obecnedmsatolime adheKTUBHOCTE U BOCTIPOM3BOAUMOCTb
BCEro npouecca CTepunuayoLlein unsTpaumm.

6.2 YnpaBneHne puckamu

6.2.1 lNpu ynpaBnenun puckamu Heobxogumo cnepoeate MCO 13408-1:2008, 5.2 n NCO 13408-
1:2008/Amd.1 :2013*, a Takxe cnegywolum TpeboBaHuaM.

6.2.2 MNpu BoibOpe dwunbTpa U duneTpoBanbHOrO 06opygoBaHMA NPOBOAAT OUEHKY puckoB. OueHke
nognexar B TOM YMCne, HO He OrpaHnUYnBasiCb 3TUM, CliegyLWne PUCKK:

a) BNUSAHWE XapaKTepPUCTUK, YKa3aHHbIX B 5.2.2;

b) koHCTpyKuMA cTepunuaywwen uUnsTPaLMoOHHON CUCTEMbBI B YACTW BKITHOYEHWUS M PacnonoXeHns B
cucteme: UNbLTPOB ANA 3a4epPXKUBAHNA MEXAHUYECKMX YaCTUL, MU CHMXKEHUSA BUONorMyeckon Harpysku, oam-
HOYHbLIX UMK NocrnefoBaTeNnbHO PaCcMONOXEHHbLIX CTEPUNU3YIOLKNX (DUNLETPOB, AOMOMHUTENbLHBIX UNK Napan-
nenbHbIX CTEPUNUIYIOLLNX OUNETPOB;

C) puck Ansa cTepunbHOCTA CUCTEMbI OUNbLTPaLUK Npy NPOBedeHUU UCMbITaHus unbTpa Ha LenocT-
HOCTb Mepesg UCnosib30BaHWEM WM NOCMNe CTepunusaunmn (PUPSIT)“;

d) pucku, CBfI3aHHbIE C NOBTOPHBLIM UCMNOMNbL30BaHWeM UMbLTpa AnA npouecca CTEpPUNU3yoLLen hurb-
Tpauumn KOHKpeTHON hunbTpyemMon cpeabl.

6.2.3 YnpasrneHue puckamiy BKITOYAET OLEHKY W ynpaBneHne puckamu, cBA3aHHbIMU C Nepefaden Ha
ayTCOPCUHT CTEPUNU3ALIMU KPUTUYECKN CTEPUNBHBIX KOMMOHEHTOB, HanpumMep GUNLETPOB, KOTOPbLIE NOCTaBMs-
HOTCH CTEPUNBHBIMU.

[nsa ogHopa3oBbix cMCcTEM OUNLTPaUWKM M (DUMLTPOB yNpaBneHWe pUcKamn OOMKHO BKMOYaTb, HO He
OrpaHnYMBaTbCH 3TUM, OLEHKY CreayloLMX napamMmeTpoB:

a) KOHCTPYKUWMW CUCTEMbI chunbTpauun nocTaBllMka (Bkrodas notpebHocTe nonb3oBaTtens gunsrpa
B KOHCTPYKLUWW M3 oOWHOYHOrO hunksTpa, nocrnefosarterbHbiX, JONONHUTENBHLIX UMK napannenbHbIX hunb-
TPOB), UCNOMb3yeMblX Marepuanos, NPOLECCOB NPOU3BOACTBA U CTEpPUNM3aLMK;

b) pacnonoxeHus uneTpa, T. €. BHYTPY UMK CHapYKK M3onaTtopa;

C) TEXHUYECKOW BO3MOXHOCTW MPOBEAEHUA WCMbITAHMA Ha LEenoCTHOCTb Nepeq WUCMNonb3oBaHUeM U
nocne ctepunu3auunm;

d) dyHKUMOHMPOBaAHMSA OUNBLTPYIOLLEA CUCTEMbI/UNbTPa, BKOYaa TpeboBaHUA K NPOMbIBKE UMW CMa-
UMBAHWIO;

e) obecrneyeHns CTEPUNBHOCTM Nocne NpoXoXaeHns unetpa;

f) pesynbTaTOB NPOBEPKU LIENMOCTHOCTU 3aKPbLIThIX CUCTEM;

g) BO3aeicTBUA cobpaHHoro ounsTpa Ha OTOUNETPOBAHHYH Cpeay.

6.2.4 OueHKy ypOBHS pucka 1 nNpoBepKy 3 eKkTMBHOCTU NPOLIEAYP MO CHUXEHWIO PUCKA, KaK NpaBuno,
NPOBOOAT C UCMONb30BaHMEM KOMNMMYECTBEHHbIX MoKa3aTenen. 3TN NokasaTenu OMKHbI BKNYaTh pe3ynstaThbl
MUKPOBMONOrM4YeCKOro MOHUTOPUHIA U MOHUTOPUHIA MEXaHUYECKUX YacTul B pUNsTpyemMon cpeae.

6.2.5 PesynkTarthbl OLEHKM PUCKOB MCMNOMbL3YHT Npy paspaboTke BanuaaLMOHHOMO NnaHa npolecca cTe-
punuayroLwen punstTpayum.

6.2.6 YnpaBneHue puckamy npoBoasT cuctemHo. OueHKy puckoB cnegyet obHOBMATL Mo mepe Heob-
XOOAWMMOCTUK, B TOM YUCNe B Cny4yae M3MEeHEeHWn npouecca CTepunuaylwen unstpaunn u no pesynsratam
npogorkarLlencsa sepudukaumm.

6.3 TpeboBaHMA K Npoueccy cTepunuayoLlen hunbTpaLum

6.3.1 Heoﬁxo,n,mmo YKa3aTbk napamMeTpbl npouecca N UX onyCcTUMble 3Ha4YeHUA. OI'IDe,EI,EJ'IE.‘HMe OonycTtu-
MbIX 3HAYEHWA JOSMKHO ObITb OCHOBaHO Ha MHCbOpMaLI,MVI O coYeTaHMM napamMmeTpoB npouecca, obecneynsa-
WX MUHAManeLHO JONYCTUMYHO SCbeEI{TVIBHOCTb yoaneHna MMKpoopraHn3mos. I'Ipou,ecc CbMJ'IpraLI,VIM npu

" B Poccutickoli ®edepauuu npu npouseodcmee nexapcmeeHHsix cpedcme cnedyem yyumbieams «[Ipasuria Had-
nexated npoussodcmeeHHoU NMpakmuku Eapa3uticko2o 3K0OHOMUYECKO20 colo3a», ymeepxdeHHsle PeweHuem Cosema
E3K om 3 Hosi6psi 2016 2. Ne 77 (cm. yacme 3).

" PUPSIT om anan. pre-use post-sterilization integrity testing.
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Takmx napameTpax OomKeH cTabunbHO obecnedmBaTbh MOMyYeHWE CTEPWUMNLHOrO hunsTpara, COOTBETCTBYHO-
Lwero cneundukaumn.

YcTaHoBNeHWe OONYCTUMBIX 3HAYEHWIA AnA TEXHOMOTMYEeCKMX NapaMeTpoB AOMKHO BbiTb OCHOBaHO Ha
aHanuse xapakTepucTuk npouecca (cM. pasgen 8).

6.3.2 Heobxogumo onpenenuTs cpedcTBa KOHTPOMNS M MOHUTOPMHIa NapamMeTpoB npolecca.

6.3.3 [ina obecneveHns ahheKTMBHOCTM NpoLecca CTepUnU3yowwen ounsTpaymm HeobxoanmMo LoKy-
MEHTMpOBaTb Nobyo 06paboTky PUNLTPYEMON Cpeabl Nnepen cTepunuaytollein hunstTpaunei (Hanpumep, uc-
nonb3oBaHWe UnbTPa, CHKaLero BruoHarpysky).

6.3.4 MNocne cTepunuaytollein dunsTpauuu NocrneaywLlly acenTuydeckyd obpaboTKky cTepunbHOro
cdunsTpaTa ocywecTeNAT B cooTBeTcTBUM ¢ CO 13408-1".

6.4 TpeboBaHMA K 060pyOOBaHUIO

6.4.1 Heobxogumo paspaboTtath cneundukaumio Ha obopygoBaHue, obecnedmnBarLLee adekTuBHoe
BbIMOMHEHWe Npouecca B npegenax 3ajaHHblX 3Ha4YeHU xapakTepucTuK npoLecca.

6.4.2 Cneundukauma OomKHa BKNKYATh B TOM YKCIe, HO He OrpaHWYMBascCh, onucaHne UandecKinx
XapakTepucTuK obopyaoBaHWs U HEODXOAMMbLIX BCMOMOraTenbHbIX YCTPOWCTB, BKMHOYAs MaTepuansl KOH-
CTPYKLMU.

6.4.3 Bblbop KOMMNOHEHTOB ANA CUCTEMbI (OMNLTPaALMK, UX COegUWHEHME WU PachonoXeHue B CUcTeme
duneTpayumn Heobxogumo 060CHOBaTbL U 380KYMEHTUPOBATb.

KoMMnoHeHTbl cucTeMbl UIbLTPauun He OOMKHbI BbIAENATL NpUMecH B hunbTpyeMyto cpegy Wimv UHbIM
obpazom BNMATL Ha ee Ka4ecTBo. K TakMM KOMMOHEHTaM OTHOCATCSA:

a) cuctembl TpyBOMPOBOAOB U UX COEOMHEHUS,;

b) knanaHsbl;

c) matumku n/mnu gpyrue npubopsl;

d) npoknagku, ynnoTHUTENbHbIE KONbUa W/WNK YMIOTHUTENN;

€) maTtepuvansl ounbTpa.

6.4.4 MNpwn duneTpauuu razoe cnegyeT M3berate HenpegHaAMEepPEeHHOro CMaduBaHWa UNsTpa UNKn Ha-
KOMNeHWs KoHaeHcaTa B hunsTpoBansHOM 0bopyaoBaHuK.

6.4.5 lNMpoeKkTnpoBaHMe cUCTeMbl (UNLTPALMKA OOMKHO OCYLLEeCTBNSATLCH B COOTBETCTBUMM CO Credyto-
LWMMK NPUHLANAMMN:

a) obecrnedeHne paboTbl B npegenax BanvanpyemMbix napaMeTpoB NpoLecea;

b) obecneyeHwne ctepunbHocT cunetpata (cm. MCO 13408-1:2008, pasgen 6, 1 MCO 13408-1:2008/
Amd.1:2013);

C) pasMelleHue CTepunuayLlero unsTpa OCHOBAHO Ha OLIEHKE PUCKOB.

Onsa Toro, 4Tobbl MUHUMKW3NPOBATL PUCK MOBTOPHOM KOHTAMMHAUMWK (bunkTpaTa, peKoOMeHO0oBaHO UC-
norib3oBaHne CUCTeEM C MUHUMAarbHLIM KONMYEeCTBOM COeAUHEHWI U NPOKNadoK. PacnonoxeHne cTepunnayto-
wero hunbTpa Kak MoXHO brivske K 0OopyaOBaHWIO ANs HANoONHeHWsA (MecTy (PacoBKWM) UMK CUCTeMEe Noaaqu
TaKKe MOXET CHU3UTb PUCK NOBTOPHON KOHTaMUHaLUWN.

d) OTtcyTcTBME HENPUEMMEMOrO pUcKa 3arps3HeHUs NPoOW3BOACTBEHHOW cpefbl Npu NMpolecce cTepu-
nuayowen dunsTpayuu.

e) ObecneuyeHne BO3MOXHOCTW NPOBEAEHUSA NpoLeayp 04UCTKM Mo Mepe HeobXoouMOCTHU.

f) OBecneyeHne BO3MOXHOCTU CTEpUNMU3aLMKM MaTepuana guribTpa U BCeX KOMMNOHEHTOB UMW NOBEpX-
HOCTEWN, KOHTaKTUPYIOLWKUX ¢ hunsTpyeMon cpedoin nocne dunstpayum.

MpumeyaHue — lMogxodbl K NPOBEAEHNIO CTEPUIM3ALIMN MOTYT BKITKOYATL:

1) crepunuaaumio cuctembl QUNLETPaLMKA HA MecTe,

2) cTepunuaaumo cobpaHHoro omneTpa nornb3oBaTeneM ¢ nocrnenyroLwen acentyeckom cOopKon cucTemMbl Ousb-
Tpauuu unm

3) nocTtaBky CTEPUNU30BAHHBIX KOMMOHEHTOB YTBEPKAEHHBIMU NOCTABLUMKAMMU.

g) ObecneyeHuve NpoBedeHUs UCMbITAHWA HA LIENIOCTHOCTb HA MECTE B 3aKpbITOM CUCTEME NMOCIe CTepu-
nusauun drnsTpa 40 ero CNonb3oBaHUA — eCcrnuv yKasaHa HeobxoguMmMocTs npoBeaeHus ucnoitadus PUPSIT.

" B Poccutickoii @edepauuu npu npou3sodcmse nexkapcmeeHHsix cpedcme cnedyem yqumsisams «[Ipasuna Had-
nexxawiell npouseodcmeeHHOU Npakmuku Eepasulicko2ao 3KOHOMUYECKO20 col3ar, ymeepxoeHHble Peweruem Coeema
E3K om 3 Hosibps 2016 2. Ne 77.
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h) OokymeHTupoBaHue obopydoBaHus AONA MOHWTOPUHIA U ynpasBfleHWs MNpoLeccoM unbTpaumnu,
BKIMHOYASA XapaKTepUCTMKW U PacnonoXeHWe 4aTHUKOB, a TakKe MHOWMKATOPHbBIX U PETUCTPUPYOLWKX NprubopoB.

i) JokymeHTUpOBaHWE HEUCNPABHOCTEN DUMNLTPOBANBLHOIO 060pYOOBaHUA.

j) OnpeneneHve mep BGe3onacHOCTMW, BKMYaa Mepbl MO 3allMTE NMepcoHana U NMpPOW3BOACTBEHHOM
cpefsi.

6.4.6 Heobxogumo obecnednts B COOTBETCTBMM C LEWCTBYHOLWEN CUCTEMON MEHemKMeHTa kadecTBa
AOKYMEHTMPOBAHHOE NOOTBEPKAEHNE TOro, YTO NporpaMmmMHoe obecneyeHre, MCNonb3yeMoe N5 ynpasneHus
W/MN MOHUTOPWHIA NpoLecca, COOTBETCTBYET CBOEMY LeNeBOMY Ha3Ha4YeHuHo.

MpumevyaHne — Cneagyet pykoBoacTeoBaTecs MCO/M3K 90003".

7 OnpeneneHve xapakTepucTUK (bunbTPyemMoun cpebl

7.1 O6wume xapakTepUCTUKN

7.1.1 Heobxooumo onpenensiTe XapakTepUCTUKN (huUnsTpyeMor cpefbl, Noanexallen crepunmaaunm.
[aHHy oeaTenbHOCTh cnefyeT paccMaTpuBaTh Kak 4acTb OLEHKW PUCKOB ANS BbIMYCKAEMOW NpOayKLMM
(cm. MCO 13408-1).

MpumedyaHue — B pamkax HacTosllero pasgena TepMUH «UINLTpyeMas cpefa» WCMonb3yloT B3aMeH Tep-
MWUHa «npodyKumsy». MNpoaykuuio oBbl4HO paccMaTPUBAKT Kak (vnsTpart, NpoLUeaWuiA cTepUnM3aLnio, UM roToBy Npo-
LYKUMIO, NpoLUeLUyto acenTuyeckyto obpaboTky. Takum obpasom, Npy onpeaeneHun xapakTepucTuk hunsTpyemon cpeabl
YKas3blBaKT XapakTePUCTUKK, KOTOPLIE BMMAKT HA NPOLECC (OUNETPaLMKM UMM COXPaHATCS B chunsTpaTe.

7.1.2 Heobxogumo ykasaTb ¥ NOOAEPXUBATL B ONpeeneHHbIX npeaenax (roe 3To NpUMEeHMMO) crneay-
OLWME XapakTEPUCTUKN DUNBTPYEMOW CPEedbl, NOANEXaLLeln CTepUnn3aLmm:
a) cocTas;
b) pH;
C) OCMOMAPHOCTE;
d) WoHHas cuna;
e) BSI3KOCTb;
f) nnoTHoCTB;
g) NOBEPXHOCTHOE HaTSKEHWe;
h) Buonorvueckasa Harpyaka (MUkpobuonornyeckas 4YnMcToTa);
i) MexaHuuyeckue YacTuubl.

MpumeyaHne — IT0 HeobXoAMMO ANA KOHTponsa 1 obecnedeHus BuoHarpysku (MUKpoOMonormyeckon YncTo-
Tbl) hUNLTPYEMOI Ccpefbl Nepeq CTepunuayowen unsTpaumend 3Ha4YUTENbLHO HUXKe BanuaupoBaHHOMO YpOBHS adpghek-
TUBHOCTW 3aJepXMBaHKs cUCTeMbl huneTpaumnn.

7.1.3 HeobxoOuMO OLEHUTbL PUCKW, CBA3AHHBLIE C BELLECTBAMU, KOTOPble MOryT BLIAENATLCHA W3
dunsTpa B hUnNLTpyEMyO cpefy, BKINKYasa 3KCcTparMpyemMsle U BbIMbIBAEMbIE BELLECTBA, MEXaHU4eckne
YacTULbl U 3HOAOTOKCUHbI.

7.1.4 HeoOxogMMo y4nTbiBaTb BO3MOXHOE BNUsIHME cocTaBa (DUNLTPYEMON CPpefbl WM MatepuasnoB
dhuneTpa Ha pasMep 3agepKUBaeMblX MUKPOOPraHW3MOB, YTO CMOCOOCTBYET MPOXOXKOEHUH MUKPOOPraHu3-
MOB 4Yepes CTEPUNU3YI0LLUK PUNBTP.

7.1.5 Heobxoommo noaTRepauTE COOTBETCTBUE PUNLTpaTa yCTaHOBMNEHHBIM TpeboBaHuaM 3 ekTue-
HOCTW, KayecTBa W 3KCMNNyaTaUUOHHLIM XapaKTePUCTUKAM Mocne BhINOMNHEHUSA MPOLIECCa CTEPUNUIYIOLLEN
dunsTpayun npu Haubonee HebNaroNPUATHBLIX TEXHONOMMYECKUX NapamMeTpax Ans GunsTpyeMon cpeabl.

7.1.6 Ecnu ponyckaeTca npoBedeHMe HeCKONMbKWX UMKMOB (hunsTpaummn, HeoBxogumo OLeHWTb Bvs-
HWe Tako oDpaboTkn Ha hUNETPyemMyto Cpeay.

7.2 MukpoGuonoru4yeckasa 4yacrora

7.2.1 Heobxogumo paspaboTaTe U NOAAEpXKUBaTb CUCTEMY KOHTPOMS U MOHWUTOpPMHra BuoHarpya-
KW CTepunuayemoi cpedbl Ana obecnevyeHus adeKTUBHOCTY MpoLecca CTepunuayloweiln gunsTpaunn
[cm. 5.2.2d),7.1.2h),7.1.4,7.2.2,8.2.3.1, 8.2.3.2].

" B Poccuticxoii @edepauuu npu npoussodcmse nexapcmeeHHsix cpedcme cnedyem ydumsisams «[Ipasuna Had-
nexauwjel npouseodcmeeHHoOU nNpakmuku Eepa3sulickozo 3koHOMUYECKO20 coto3ar, ymeepxdeHHble PeweHuem Cosema
E3K om 3 Hosibps1 2016 2. Ne 77 ([punoxeHue Ne 11).
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7.2.2 MeTonpbl onpegenexus GuoHarpy3sku (MMKpOBMONOrMHeckon YNCTOThI) LOMKHBI COOTBETCTBOBATh
CBOEMY HazHauyeHuto, BbiTb BanMaMpoBaHbl U 33J0KYMEHTUPOBAaHbI.

MpumeyvyaHue — HekoTopble pykoeogcTea npueedeHbl B MCO 11737-1 1 ctatbsax Papmakonewn; Hanpumep,
«Mwukpobuonoruyeckoe nccnegoBaHUe HECTEPUIBHBIX NPOOYKTOB: McnbiTaHua Ha onpefeneHne YMCneHHOCTU MUKPOOp-
raHuamoB» npueedeHo B EBponeinckon ®apmakonee (Ph. Eur.), ®apmakonee AnoHum (JP) n ®apmakonee CLUA (USP) .

8 OnpepneneHue xapakTepuCTUK npouecca

8.1 O6wue nonoxeHnnA

8.1.1 Lenbio HacTosuero pasgena sasndeTca paspaboTka noapobHon cneuudukauum npouecca
CTepunuayrLlen unsTpalmm, KoTopbld Oyget Mcnonb3oBaH Npyu NPoOU3BOACTBE ONpeaeneHHON NPOogYKLMK
(cm. pasgen 7). PaspaboTka cneuundukayum BknoyaeT B cebs:

a) BbIbop Haubonee NoAXoOALIErO CTEPUNUIYIOLLErD hunsTpa (cMm. pazgen 5);

b) BeIBOp napameTpor npouecca, obecneunBaOLLMX NONYYEHUE CTEPUNBHOIO UNLTPaTa U HEe OKa3bl-
BaKLWNX BNUAHUS HA Be3onacHOCTb, 3P(eKTMBHOCTL M Ka4ecTBO npoaykTa (cMm. 5.2.2);

c) BbibOp MeToda cTepunMaaumnmn cuctembl ounbTpaumm [cMm. 6.4.5 ).

8.1.2 Wcnonbayemblil npouecc unbTpaumy gomkeH ObiTb onpedeneH M 3agOKyMEHTUPOBAaH B
NUCbLMEHHON npouenype.

8.2 XapakTepucTuku counksTpa

8.2.1 O6wMe NnonoxeHunA

Monb3oBaTenb AOMKEH 3a00KyMeHTUpoBaTh 060CHOBaHWe BbIGopa pa3mMepa 1 TMna UunbLTPoB, UCNomb-
3yeMbIX B cMcTeMe hunsTpaunmn Ans KOHKPETHOW hunbTpyemoit cpeabl U npouecca dpunstpaunn. O6ocHoBa-
HWe OOIMKHO BKMOYaTh Criefyollee, HO He OrPaHNYMBATLCH ITUM:

a) ahpekTMBHYO NMoLaabs NOBEPXHOCTU PUNbLTPa, Heobxoanmyr ana TpebyemMoin cKopoCcTH MOTOKa;

b) 3HaueHMe HOMWHANBLHOrO pasMepa nop QuUnLTPa;

C) TemMnepaTypHyl COBMECTMMOCTb MaTepuanos unsTpa ¢ TemnepaTypamu npolecca Wunu crtepu-
nusaumu;

d) rugpaBnMYeckylo yCTOMYMBOCThL, MO3BOMSAIOLLYIO BblAepXKaTb Nepenag AaBneHuns npolecca;

e) KoHdurypauuo punstpa (NMOCKUiA UNuM KapTPULAXKHbLIN), ONOMNHUTENBHbBIE, NOCNefoBaTeNnkbHbIe, Nna-
pannenbHble MUNeTPbI;

f) cpok akcnnyaTtauun puneTpa;

g) OuoHarpysky Ha chunsTpyemMyro cpegy [cm. 5.2.2 d)].

8.2.2 CoBMecCTUMOCTL (hunbTpa u PUNLETPYEeMon cpeabl

8.2.2.1 lNonb3oBarenb OOMKEH NOATBEPAUTE COBMECTUMOCTL (OUnbTpa 1 hunbTpyemon cpebl. Mcene-
OOBaHWe COBMECTUMOCTU JOMKHO BKMNKYATb, HO HE OrpaHUYMBATBLCHA 3TUM, U3YYEeHUe:

a) BMNUsIHWS cOCTaBa UNLTPYEMON cpefbl U YCMOBUIA NPOLLECCa HA XUMUYECKUE U (PU3NYECKME CBOMR-
CTBa, a Takke 3 ekTUBHOCTN PUnLTpa;

b) BnuaHMA bunbTpa KM yCrnoBuid Npouecca Ha COOTBETCTBYOLLME DMonornyeckne, XuMmmyeckme n gusn-
yeckue nokasatenu puUNsTpyemon cpeabl.

OueHka OoMmKHa BKMOYaTh onpefeneHve aKcTparMpyemblX M BbIMbIBAEMbIX BELLECTB, MeXaHW4eCcKux
yacTuy 1 agcopbuuto.

8.2.2.2 lpw onpegeneHnn BeiMbIBAEMbIX BELWECTB MOEHTUOUKALMIO U KONMYECTBEHHOE OnpeneneHune
MaTepuwana, BbIMbIBAEMOro 13 hunksTpa, NPoOBOAAT C UCMONb30BAHMEM (DUMNETPYEMOW Cpeabl U TEM XKe TUMOM
bunbTpa, KoTopbl OyaeT MCnonb30BaThCH B MPOM3BOACTBE. ECMM HEBO3MOXHO MCMOMNB30BaTe (OUNBTPYEMYIO
cpeay, MoXeT OblTb UCMOMb30BaHa UMWTALMOHHas cpefa. PunbTpyeMble cpefbl CO CXOXMMKU CBOMCTBAMM
MOTyT ObITb CrpyNNMpPOBaHbI, a ANs UCTbITaHUS BbIOUPAIOT YCNOBWSA HauxygLwero cryyas. Mpu ncnonb3oBaHmm
WMWUTALMOHHOW CPebl UMK rPYNnMpOBKe cpen HeobxoauMo OoKyMeHTUpoBaHHOe 060CHOBaHMe.

MpumedvyaHne — lNpombiBKa (hUNLTPOB Nepeq MCMNonb3oBaHMEM MOXET CHWM3UTL YPOBEHL MOTEHUMANbHO Bbl-
MbIBaeMbIX BELLIECTB.

" B Poccutickoll ®edepayuu crnedyem pykosodcmeosamscs cmambell 2.3.1.2 « TpeboegaHus k MUKpoBLOmoauYe-
cKoU yucmome nekapcmeeHHbIX npenapamos, ghapmayesmuyeckux cybecmanyul u ecrioMozamerbHeIX seulecms ons
ux npouseodcmea» Papmaroneu EA3C unu OPC.1.2.4.0002.18 «Mukpobuonozuyeckas Yyucmomax [ocydapcmeeHHoUl
ghapmakxoneu.
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8.2.2.3 Tpw oLEHKe 3KCTparMpyembix BELLECTB HE0OX0AMMO NPOBECTU TOKCUKOIOTMYEeCcKne Uccneno-
BaHWA, NOATBEPXKAAKLME OTCYTCTBME KaKOW-NMBO 3HAYMMON TOKCMYHOCTW BELLeCTB, SKCTParupyembix U3
chuneTpa.

MpumeyaHue — [laHHbIE MO IKCTpPArMpyeMbiM BELLECTBAM M Tabnuibl XMMWUYECKOW COBMECTUMOCTH, Kak npa-
BWINO, NPEAOCTABNANTCA Npon3BoanTenem ounsTpoB 1 06bIYHO NCNOML3YKTCA B KAYECTBE OTNPaBHOW TOYKM AN onpeae-
neHnsa HeodXoaUMOCTHU AanbHENLWMX UCMbITaHWA.

8.2.2.4 HeoOxogMMo oueHWTb BAUSIHME aAcopbuumM KOMNOHEHTOB (PMNILTPyeMoii cpeabl (Ha Matepvane
huneTpa) Ha cocTaB M KOHLEeHTpauuo dounbsTpara.

MpumedaHue — Agcopbumns — aTO MEXAHU3M CBA3bIBAHUS KOMMOHEHTOB (UNBTPYEMOi cpeabl C MaTepuanom
dunsTpa, YTO MOXKET NMOBMUATL Ha cocTaB dwnsTpata. Ha agcopbumio MoryT BvsTs, HanpyUmep, CKOPOCTb NMOTOKA, KOH-
LUeHTpaLUMsa KOMMOHEHTOB, BPEMs 3KCTO3MUMK, Temneparypa u pH.

8.2.3 Ucnonb3oBaHue punbTpa

8.2.3.1 Ecnu neped crepunusylolen dunsTpayMend HeobXoQuMO CHWU3WTbL OWoHarpysky, cnegyet
paccMOTPETb BO3MOMXHOCTb UCMOMNb30BaHUA QUNbTpa npeaBapuTenibHOW OYUCTKU Nepea CTEepPUnmn3yLwmnm
PUNBTPOM.

Mpumeuvanune — K dunsrpam npegBapuTenbHOM OYUCTKMA MOryT BbiTk NMpuMMeHeHbl TpeboeaHua 8.2.2.1—
8.2.2.3 C y4ETOM UX LEeNeBoro HasHa4yeHus.

8.2.3.2 K ctepunuaywowum dounstpam, npegHazHavyeHHbIM Ans NOBTOPHOMO MCMNOMNb30BaHuKs, Npegbas-
naAwTca TpeboBaHus, ykasanHbie B 8.2, 8.3 n pazgene 9.

Ecnu ctepunuaytowmnin punesTp npegHasHavyeH 4N noBTOPHOMO NCMNOMb30BaHUS, MONL30BATENb JOMKEH:

a) NPOBECTW OLLEHKY 1 3a00KYyMEHTUPOBRATL PUCKK (ANS KAa4ecTBa), CBA3aHHLIE C MOBTOPHLIM MCMNOMb30-
BaHVeM bunsTpa B Npolecce cTepunuayoLlLei dunsTpaumm Ansa AaHHon ounsTpyeMoit cpeabl [cM. 6.2.1 d)];

b) npoBecTn 1 3agoKyMeHTUpPOBaTh HaaNexallne BanunaaunoHHbie 1 kBanuuKkaunoHHbIe UCcCreqoBa-
HUS 08 NOATBEPXOEHUSA TOro, 4YTO MOBTOPHOE WCMONb30BaHWe (hMMbTpa AMS AaHHOrMo npouecca CTepunum-
3ylolWen dunsTpauum 1 Ana gaHHOW unsTpyemMon cpefbl He yxyawaeT addeKTUBHOCTL CTePUN3YoLLero
dunkTpa unu kadecTeo unsTpaTa (cM. pasgen 9);

C) 3a40KyMEeHTMpOBaTb BanuaMpoBaHHOE W paspelleHHoe Ans OaHHOro unsTpa MakcumarbHoe KO-
NWUYECTBO LIMKIMOB NOBTOPHOIO MCMOMNb30BaHWA U BHEAPUTbL Mepbl KOHTPONa Ana obecneyeHns UCKMOYEeHUs
MOBTOPHOMO MCMNONb30BaHMA HUNBTPOB CBEPX YTBEPKAEHHOMO MakCUManbHOro Konu4ecTsa LUMKNOB; Heobxo-
OMMO BECTU 3anMcK O BbINOMTHAEMbIX Mepax KOHTPOns;

d) BHeOpWUTb Mepbl KOHTpons Anst obecneveHns UCKMYeHWs UCNOoNb30BaHWS ANs NPOU3BOACTBa No-
cnenywLlmx cepuid npoaykTa (UnbTPoB, KOHTAMWUHUPOBAHHLIX (DUNETPYEMOWN Cpefoi/ocTaTouHBIM Konnye-
CTBOM MOKLLEro pacTeopa Ui NpuU3HaHHbIX 4eeKTHEIMU MO MHbIM NPUYNHaM; He0OXOAUMMO BECTU 3aMuUcK O
BbINOMTHAEMbIX MEepax KOHTPONs.

8.3 Mpouecc hunsTpaunmn

8.3.1 Heobxooumo paspaboTaTb, KONMMYECTBEHHO OXapaKTepu3oBaTb W OOKYMEHTUPOBAThL napameTpbl
npouecca, BKMo4as cnegyrowee, Ho He OrpaHUYMBasiCb 3TUM:

a) MOHWUTOPWHT TaKUX XapakTepUCTUK, Kak TeMNepaTtypa, JaBNeHWe, CKOPOCTL NoToKa, 06w mid obbem n
NPOACMKUTENBHOCTL NMpoLiecca, Ansa obecnedeHns Toro, YTobbl MapameTpbl NMpolecca ocTaBanuce B npege-
nax ycTaHOBMEeHHbIX A0ONYCTUMbIX 3HAYEHWN;

b) npouenypbl cTepunuaaumm ana cobpaHHoro unsTpa, cMcTeMbl OUNLTPALUMK U CUCTEMBI TPAHCNOoP-
TUPOBaHWA W pe3epByapoB AnNs uUNbTpyeMon cpefbl, BKNYasa AoNYCTUMbLIA Npeaen CyMMapHOro BpemMeHu
cTepunuaaunn WMnmM Konu4ecTea LMKIOB NPU COOTBETCTBYHOLLMX YCIOBUAX CTEPUINM3aLMM B CnydYae MHOro-
KpaTHOM CTepunM3aunm 1 NOBTOPHOIO UCMONb30BaHuA (cMm. 8.2.3.2);

C) KOHUrypaLumo U MOHTaX UNeTPa;

d) cTtagun 1 napaMeTpbl NpoLecca unsTpauumn n X AONyCcTUMbIE 3HAYEHUSA:

1) Bpems xpaHeHWs PUNLTPYEMOI cpeabl Nepes CTEpUNM3yLLEl hunsTpaymen u BnusHue Ha bro-
Harpysky;

2) nopgroToBKy (BbigEPXKKY) dounsTpa B hUNLTPYEMOii cpene, npu HeobxoguMOCTH;

3) npombiBky huneTpa UNETPYEMOW cpeaoil;

4) Bpemsa dunsTpayun/obliee BpemMs 3KCno3nuumn punstpa B pUnsTPYEMO cpeae;

5) mMakcumanbHOEe KONMYEeCTBO NMOBTOPHbIX UCMOMbL30BaHWA A5 CTePUNN3YIOLW WX (hUNBTPOB;

Pa3zpaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 13/ 36
Crpanuua ookymeHTa - https://GostExpert.ru/gost/gost-13408-2-2025



https://gostexpert.ru?utm_source=pdf&utm_medium=70197
https://gostexpert.ru/gost/gost-13408-2-2025?utm_source=pdf&utm_medium=70197&utm_term=page

FOCT P NCO 13408-2—2025

6) CKOpOCTb NOTOKA;

7) hunsTpyembiin 06bemMm;

8) Temnepatypy;

9) nepenap AaBMNeHUs;

e) npoueaypbl O4UCTKU CUCTEMbI UNBTPALIMK NOCHE UCMOMNb30BAHMS.

Mpumevanune 1—lpu paspaboTke 1 Banugauumn npoLeaypbl O4UCTKM MOXKET BbITb MCNoONb3oBaHa HgopmMa-
uus 06 onepauuy NPOMbIBKWM OT Mpov3BoAMTeNs cuneTpa.

MpumeyvyaHune 2 — lNpu onpedeneHnu MMHUManNLHOrO obbema XUOKOCTH A MPOMbIBKMA MOTYT ObiTe MCMOMb-
30BaHbl Pe3ynbTaThl UCMBITAHWMA Ha onpedeneHue oblero opraHnyeckoro yrmepoga (TOC) unu npoTenH-cneunduyeckoe
KONMUYECTBEHHOE OMNpeaeneHue.

8.3.2 [JokymeHTUpOoBaHHbIe NpoLeaypbl OOMKHbLI COAepXaTh criefyollee, HO He OrpaHUYnBaTLCS 3TUM:

a) NpoBEpPKY KOMMOHEHTOB CUCTEMbI hnnbTpauuu;

b) nopsinok c6opku cucTemel chunsTpayuy;

C) OYWUCTKY, CTEPUMM3ALMIO /AN NPOMbIBKY;

d) nepuon BpemMeHu Mexay OHYUCTKOW U cTepunusagumen (ecrnv npuMeHMMO);

€) nepvog BPEMEHU MEeXay CTepunusaumen n UCnonb3oBaHUEM;

f) KOHTpONbHbLIE NCMBITAHWA, BKITIOYasa UCNbITAHWE HA LEeMOCTHOCTL (ounbTpa;

g) MOHWTOPUWHT MapamMeTpoB TEMMepaTypkl, Nepenaga AaBfeHnsl, CKOPOCTU MNOTOKa,;

h) nepvoa BpemeHun Mexay hunsTpaumen cpeasl U OYUCTKOW U T. 4.

8.3.3 Heobxooumo ycTaHOBWUTbL OOKYMEHTMPOBAHHbIE NpoLUEeaypbl UCNbiITaHWA uUnbTpa Ha LenocT-
HOCTb, BKMQYaloLne KpUTepru NpMeMnemMocT M 4eNCTBUSA NPW NONyYeHUW HEYAOBNETBOPUTENbHbLIX Pe3yrb-
TaToB, @ TaKKe YCMNOBUS, NPW KOTOPbIX UCMbITaHWe (hunbsTpa Ha LIenoCcTHOCTEL MOXeT BbiTh NpoBedeHo NoBTOp-
Ho (cMm. 8.4).

8.3.4 Heobxogvmo obecneunts HaNW4yue Npouedyp, MUHUMU3NPYOLLMX KONMYEeCTBO MUKPOOPraHM3MOB
B (DMNLTPYEMOWN Cpefe nepepn cTepunuayowen punsrpalmnen, Takum obpasom MakCMManbHO CHUKAs Harpys-
Ky Ha CTEPUNN3YIOWWA UNLTP.

8.4 UcnkiTaHne pUnbLTPa Ha LUENOCTHOCTL

8.4.1 CtepunuayoWwnin ouneTp, MCNonb3yemMbld Ans cTepunusaumuM (punbTpyemMon cpefbl, OO0MKeH
ObITb NOABEPXKEH HEpaspyLUaloLWeMy MCMbITaAHUIO Ha LEeNoCTHOCTE Nocne UCnonb3oBaHus, Be3 nssnedveHus
duneTpa 13 kopnyca. Pe3ynsTaTbl MCAbITAHWA AOMKHbBI KOPPEnWPOBaTh C NOATBEPXAEHHOW B Npouecce Banu-
Jaunn cnocobHOCTLIO (PUNBTPa YAEPKUBATL MUKPOOPraHW3MBI.

8.4.2 LenocTHoCTb cucTeMbl hunsTpaumMm nepes Ucnosib3oBaHMeM MMeeT KpMTUYECKOe 3HavYeHne ans
obecneveHnsa cTepunbHOCTM NpodykTa. Ecnm noBpexaeHwe (puMnsTPoB, HANPUMeEP BO BpeMS TPaHCNOpTUPO-
BaHWA UK CTEPUNN3aUnK, UNW HeMpaBuibHAs YCTAHOBKA KapTPUOXHbIX (UneTpOB B KOpNychl He DyayT Bbi-
SIBMIEeHbl, 3TO MpMBedeT K Opaky Npoaykuvu B criyvyae Hey4oBMeTBOPWUTENLHOrO pesynerata WCMbITaHWs Ha
LLeNoCTHOCTb Nnocne ucnonb3oBaHusA. [oaTomy cnegyet pacCMOTPETb BO3MOXHOCTb NPOBEAEHUS UCNbITaHUA
Ha LenocTHOCTb A0 U nocne dunstpaunn. PeweHre o6 oTkase OT NpoBeeHWsa UCNbITaHUA Nepen NCrnonsL3o-
BaHWeM hunbTpa OOMKHO ObiTb OCHOBAHO Ha pe3ynbratax OLEeHKN PUCKOB ANSA KayecTBa U BbiTh 3a40KyMeH-
TUPOBAHO.

Mpw NpoBedeHNW UCNBITaHWA Ha LIeNTOCTHOCTE CTEPUNBHOIO (bunbTpa nepeq Mcnone3oBaHnem Heobxo-
OUMO y4uUTeIBaTL criefytollee:

a) MCMblTaHMEe Ha LUenoCTHOCTb He OOIMKHO HapylwaTb CTEPWIBbHOCTb NMPOCTEPUIIM30BAHHOIO hunsTpa
WK Nocneayowero TeEXHONOrM4ecKoro npowuecca;

b) cpena, ucnonb3dyemas ons UCMNbITAHUSA HA LENOCTHOCTb, AOIKHA OblTb COBMECTMMA C (PUNLTPYEMON
cpefomn.

8.4.3 Ecnu npouecc BanugupyloT B BUAE NocnefosaTenbHOn Uiy napannenbHon cUCcTeMbl punstpa-
U1K ANS JOCTUXKEHWA CTEPUNBHOCTN AaHHOW hUNLTpyemMon cpefbl, TO 3Ty CUCTEMY paccMaTpuBarT Kak efun-
HbIA CTEpPUNU3YLWMIA BNOK U BCe CTEpPUNU3yOLLMe (OUNbTPbl CUCTEMbI JOIDKHBI BbIAEPXKWMBATL UCMbITAHUE HA
LLerIOCTHOCTb MOCIe UCNOoMb30BaHUs.

8.4.4 Ecnu npu ncnonb3oBaHUKM OONONHUTENBLHON (Oybrivpyowen) cucteMbl unbTpauum 0CHOBHOWN
unbLTp He NpoLlen UcnblTaHWe Ha LUenoCTHOCTL MOCcMe MCMNonb30BaHus, TO HeoDX0OMMO MPOBECTH OLEHKY
PWCKOB AMnA onpedeneHns NpUemMieMoCcTy pesynbTaToB UCMbITaHWs Ha LenoCTHOCTb AOMONHUTENLHOro (4y-
Bnupylowero) dunesTpa nocne ucnonesoBaHusa. OUEHKY PMCKOB MPOBOAAT Kak YacTb npouecca UCMblITaHus
Ha LLernocTHOCTb, a He B criy4ae Nony4eHus HeyqoBreTBOpUTerbHbIX pe3ynstatoB. Ecnu npu ncnonbaosaHum
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LOMONHUTENbHON (Ay6nupytoLlein) cucTembl UnbTPaLMU OCHOBHON (PUNETP NpOLLen UCMbliTaHue Ha LenocT-
HOCTb NMOCMEe WMCNONb30BaHKUs, NPOBEAeHNe UCMbITaHWsA Ha LenoCTHOCTL JOMNOMHWTENLHOro (gy6nupytoLlero)
hvnbTpa nocne UCnonb30BaHUs He 06A3aTenbHO.

8.4.5 Ecnu ounbTpbl ANA rasoB UCNOMb3yoT B TEYEHWE ANUTENBHOMO BPEMEHM, HanpuMep «abixaTenb-
Hble» (PUNETPbI, TO UCMBITAHWA HA LEeNOCTHOCTL NMPOBOASAT 4O W NOCMe UCNOMNbL30BaHUA. MNpoaomKUTENBHOCTL
MCNONb30BaHUsi HeOBXOAUMO YCTaHABNMUBATL B 3aBUCHMMOCTM OT BPEMEHM NPOCTOs!, BpeMeH! (MpoAoIHKUTENb-
HOCTH) MCMOMbL30BaHWUsA, KONMYEeCTBa onepauuiil (cTepunuaayun), notoka dunsTpyemoi cpegsbl (o6bema, cko-
poCTW) U T. A.

8.4.6 HeobxogoumMo yCTaHOBWUTL JOKYMEHTUPOBAHHLIE MPOLEoypbl UCTBITAHUS HA LeNOoCTHOCTE Unb-
Tpa, BKIOYAs KpUTEPUM NMPUEMITEMOCTHA U AENCTBUS MPU NONyYeHUN HeYLOBMNETBOPUTENLHEIX pe3ynsTaTos, a
TaKkKe YCrNoBUs, MPU KOTOPLIX UCMbITAHWE MOXET GbiTb NPOBEAEHO NOBTOPHO.

9 Banupauuna

9.1 O6wWwume nonoxeHnn

Llenbio Banugaumm AaBnAeTca NogTBep4eHrWe Toro, YTo npouecc dunerpaumu, paspaboTaHHblA U onu-
caHHblA B cooTBeTcTBUM € 8.3, obecnednBaeT ahekTMBHOE N BOCNPOM3BOAMMOE MOMyYeHWE CTEPUMBHOrO
duneTpaTa. Banngauusa BknovaeT B ceba HECKONLKO NocrneaoBaTenbHbIX aTanos.

B pamkax Banugauuu cTepunmaaumnn Xnakocteln metogom dunetpaunm (cM. 9.2—9.5) oueHunBaloT:

a) CnocoBbHOCTE hunbTpa 3adepKBaTb MMKPOOPraHWamMbl B 3aBMCUMMOCTI OT XapaKkTepucTuK (PunbsTpy-
eMoi cpegbl (T. e. cTepunuayowas cnocobHoCTb MABETPYIOLWEro matepuana);

b) onpeneneHve napaMeTpoB MCMNLITAHUA HA LENOCTHOCTL (oUnbTpa, cneuuduyHbIX Ana GuUunsTpyemMon
cpeabl [cornacHo 9.1 a)];

C) B3aumopgencTBMe ¢ hUnbTPYEMOn cpeaon;

d) cTepunuaauuio cucTemsl oUnbTpaLmm.

Ona sanugauun ctepunu3auunm rases (cMm. 9.6) oueHMBaT:

e) nogTeepAaeHne cnocobHocTu dunbTpa 3adepXkyBaTbh TUMNOBLIE MWKPOOPraHW3Mbl B a3pO30MNbHON
B3BECW B 3aJaHHbIX YCIIOBUSX;

f) onpeneneHue napamMeTpoB UCMbITAHWA HA LENOCTHOCTb (PUNBTPOB;

g) cTepunv3auuio CUCTEMbl (UnbTpaLmm.

9.2 Banvgauua acpeKTUBHOCTU 3aaepXKUBAHUA MUKPOOPraHU3MoR, crneunpUuiHbIX
ansa unsTpyemMon cpegbl, CTEPUNU3YHOWUMK (hunbTpamMn ANA XUOKoCTen

9.2.1 O6wWmMe NonoxeHns

9.2.1.1 Banugauuio ctepunuayiowen dunsTpauum XnOKoCcTeN Ha4uMHaKT C KBanudukaumm dunstpa
nyTem NPOBEAEHMWS UCMbITAHUA Ha 3aJepXXMBaHWE COOTBETCTBYHLKMX BakTepuii C MCNonb30BaHWEM, MO Kpan-
HeW Mepe, 04HOro UnbTpa U3 HE MeHee YeM TPexX cepui PUNLTPOB C NoNyYeHMeM Tpex nocnefoBaTeNbHbIX
YCMELWHbIX Pe3ynbTaToB ANA KawOoro ucnbliTaHus. Bece HeyQoBneTBOpPUTENbHbIE pPe3ynbTaThl AOMKHbI ObiTh
paccinefoBaHbl.

MpuvmedaHue 1 — 3TU UCNbITaHWA, KaK NpaBWmo, NPOBOAAT B NaBopaTopHbIX YCNOBUSIX C UCMONb30BaHNEM
YMEeHbLUEHHOW MOAENV cUcTeMbI hUnNETPaLMK (KOTopas MOXET COCTOSATE U3 KapTpuaxKa Unu aucka gpyroro pasmepa ¢ TeM
Ke (huneTpyowmm Matepmuanom), 4Tobel He HapyLIWTE CTEPUBHOCTL NPOM3BOACTBEHHOW cpedk.

MpumedvaHne 22— MHpopmaums oT NpOU3BOAUTENA DUMNLTPa MOXET BbITh MCMONb30BaHa Npu paspaboTke u
BanvMagauMmn UCnbiTaHWA Ha LEeNOCTHOCTL nnbTpa.

MpumeyaHune 3 — Kak npasuno, npoussognteny ounsTpoB NyOnuKyrT METOAMKU N pe3yrnbTaTbl UCMbITaHUA,
060CHOBbLIBaKOLWMNE NPOMBILLIIEHHOE MPUMEHEeHWe (UNBTPOB ANA CTepunuayrwein gunstpaunn. 3T JOKYMEHTbl MOryT
ObITb MCMONL30BaHbl, HO HE MOFYT 3aMeHsATb NpoBedeHWe Banuaauun npouecca UNsTPaLMN KUAKOCTW, BbINONHASMOW
none3oBatenem unsTpa.

9.2.1.2 [na mogenupoBaHWs HauxXy[Lwero criyyasi B OTHOLWEHWW 3a4epKuBatoLen cnocobHoCTY MUKPO-
OpraHM3mMoB HEeoBXOAMMO WMCMOMbL30BATh B UCMLITAHUKM KAaK MUHWUMYM OAHY cepuio (unsTpoB (MarepuanoB
chunsTpa) co 3Ha4YeHUsIMW NnokasaTens PU3MYeckon LeNoCTHOCTM, COOTBETCTBYOLWMUMK Unn Brm3knuMm K go-
NyCTUMOMY 3Ha4YeHuI0, YKkasaHHOMY npou3BoguTenemM dunsrpa.

9.2.1.3 MNpw BoiboOpe ycrnoBuiA, MOOENUPYIOLWMX HAaWXyALIKe YCoBUSA npouecca, yYuTbiBaloT napame-
Tpbl, onucaHHble B 8.3.1 d).
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9.2.1.4 AKugkoctu ¢ nogobHbIMK CBOUCTBAMM MOTYT BbITh CrpyNNUpPoBaHsbl, a 4Ns nCCneaoBaHna 3ajep-
MBaHWUA MUKPOOPraHW3MOB M3 rpynnbl MoxeT BbiTh BoibpaHa ogHa dunsTpyemas cpefa, npegcraensoLas
cobon HanxyaLwuniA cnyyJai. [pynnuMpoBKY XUAKOCTEN 1 BbIOOP Cpefbl B KAYeCTBe HauxyaLuero cnydyasa Heobxo-
OUMO LOKYMEHTANbHO 0O0OCHORAT.

9.2.1.5 B kauyecTBe cpefbl ANS UCMbLITAHWUS HA 3afepXMBaHUWe MWUKPOOPraHW3MoB crneayeTt BelbupaTb
KMOKOCTb, Noanexallyo dunstpaumn. JomkHa ObiTe OLeHeHa XW3HEeCNOCOOHOCTL UCALITYEMbBIX MUKPOOP-
raHM3mMoB B (DUNBTPYEMOW Cpefle B Te4eHWe BCEro BPEMEHW UCMbITAHWA B YCMOBUAX Haumxyguwero criydas. B
cnydae, ecnu hpunsTpyemas cpena He MoXeT ObiTb MCMONb30BaHa U3-3a aHTUMUKPOOHBIX MM MHBLIX CBOMCTB,
WCMOMb3yT UMUTALIMOHHYIO Cpedy UMM M3MEHST YCNoBUS NPOBeeHUS UMUTALMOHHOIO UCNbITaHua. Takue
W3MEHEHMWS YCITOBUI MOTYT BKIHOYATL:

a) moguduKauuo cpenbl, noanexalwein dunsTpaumMm, HanpuMep, Npu NOMOLLM YMeHbLUEHUS UKW yaa-
JIEHVS aHTMMMKPOOHOrO KOMMOHEHTa U/UNK PErynMpoBaHus ypoBHS pH;

b) ucnonb3zoBaHWe MMUTALMOHHOM CPedbl, KOTOpas AOMKHA Kak MOXHO TOMHEE BOCMPOU3BOLUTL COCTaB
cpedbl, Noanexallern dpunsTpauun, BKIYasa cneayroline xapaktepucTuk: pH, BA3KOCTb, MOHHYO cuUny, OCc-
MOMSIPHOCThL, MOBEPXHOCTHYHO aKTUBHOCTb/HATSXEHUe, NNOTHOCTL M BO3AeNCTBUE Cpefbl HA TUMOBLIE MUKPO-
OpraHn3mebl;

C) COKpalleHWe BpeMeHW 3KCMOo3uLMU cpelbl Ha MUKPOOPTraHU3mbl,

d) cHwKeHWe TemnepaTypbl Cpelbl BO BPEMS UCTbITAHKWS NOCNe NpeaBapuTenbHOW IKCNO3WMLMN PUnb-
Tpa B cpede npu TeMnepaType pearnbHOro npoLecca CTepunuayLlen unstpayunu,;

€) UCnonb3oBaHWe MUKPOOPTraHW3MOB, YCTOMYMBLIX K aHTUMMKPODHBLIM CBOWCTBaM cpeabl WM Mnpo-
Lecca;

f) akcnoaunuuio UnNeTpa B Cpefie B TEYEHWE BPEMEHW, PABHOTO BpEMEHU KOHTaKTa (puneTpa ¢ hunsTpy-
eMol cpefloi BO BpeMs npoLlecca cTepunuayoLlei dunstpayum, U nocnegyolee UCNbITaHWE C UCMOMb30Ba-
HUEM MOAMMNLMPOBaHHON cpeabl, kak ykasaHo B 9.2.1.5 a) unu b).

9.2.2 TunoBble MUKPOOPraHM3mbl (TECT-WTaMMbl MUKPOOPTaHW3MOB)

9.2.2.1 HeobxogumMo onpegenutb peancHyto BuoHarpysky cpefbl, kotopas byaeTt noasepraTbcs cTepu-
nuayroLlen punsTpaumnm (CMm. Takxke 7.2).

9.2.2.2 Ecnu cdunbTpyemasa cpeda COOEPXKUT MUKPOOpPraHuambl pa3MepoM He MeHee pasmepoB
Brevundimonas diminuta, To B Ka4ecTBe TMNOBOro MUKpOOpPraHuamMa Ans crepunuayrouero dunstpa ¢ pas-
Mepom nop 0,2 MKM crieflyeT Bbibupats Brevundimonas diminuta (1. . ATCC 19146°).

9.2.2.3 Ecnwv npepnonaraemas BuoHarpyska MOXeT COCTOATb M3 MUKPOOPraHM3MOB pasMepamMmn MeHb-
we, yem Brevundimonas diminuta, 4To He NO3BOMWT OLEHUTE 3a4ePKMBAIOLLYI0 CNOCODHOCTL CTEPUNM3YIoLLe-
ro ouneTpa, TO BEIBMPAKT MUKPOOPraHW3Mbl C COOTBETCTBYIOLLMMU pa3Mepamu (OTrvMyHble oT B. diminuta).
YcnoBusa KyneTMBaLUKU AOMKHbI obecneynBaTts nonyyeHne MUKPOOPraHU3MoB npuemnemoro pasmepa. Heob-
XOOQUMO OLIEHWTL BRUSIHWE (OUILTPYEMOW Cpeabl HA pa3Mep MUKPOOPraHM3MOoB.

MpumeyaHune — dakTopbl pUcKa, BAUAIOLME HA 3a0EPKMBAKOLLYI0 CNOCOBHOCTL hUMLTPa, MOTYT BKMIOYATb
NpUCYTCTBUE:!

a) BelllecTBa, cnocobHOro BMUATH Ha MPOXOKOEHWE MWKpPOOpraHuama 4vepe3 mMembpaHy gunsTpa (Hanpumep,
NUNocoMmbl);

b) MUKpoopraHMamoRB, NPOXoAALLMX Yepes puUnsTp;

C) NneoMopdHbIX OpraHnamoB (Hanpumep, L-cbopm B pacTBope NeHUUUNN1MHAa, MAKOMNasmbl, NenTOCnnpsl).

9.2.2.4 Ecnu ncnonb3oBaHue TecT-lWTamma Brevundimonas diminuta HEBO3MOXHO, 8 MMUKpPOOPraHmna-
Mbl, CNOCOBHbIE NpOXoauTL Yepea chMnLTP, He ObiNK BbisIBNEHL!, NONbL30BaTenb hunsTpa 4omkeH 06ocHOBaTL
BbIOOp ankTepHaATUBHOTO MUKPOOpPraHMamMa. Ecnu B kauecTBe TUNOBLIX MUKPOOPraHM3MOB KyTNETUBUPYHOT anb-
TEPHaTUBHbIE MUKPOOPTaHW3Mbl, YCNOBUSA KyNETUBAUUW OOMKHbI ObITe NogobpaHbl TakuMm obpa3oM, 4Tobbl
Nony4nTb MUKPOOPraHW3Mbl NPUEMIIEMOro pa3mMepa.

9.2.2.5 MMHUManNbHOE KOMUYECTBO MUKPOOPTaHW3MOB AMS MCMALITAHWS OOMKHO cocTaBnAte 1 x 107
KONoHMeobpa3syLnx equHUL, Ha KBaapaTHbIA CAHTUMETP (KOE/CMZ) 2 heKTMBHOM Nnouiaam NOBEPXHOCTH
chuneTpa.

9.2.2.6 Ecnu ana 3agepxuBaHUs MUKONMasmbl UMM OpYrMX MUKPOOPraHW3MOB pasMepoM MeHee pas-
MepoB Brevundimonas diminuta BelbpaH cTepunuayrownin ounstp ¢ paamepom nop 0,1 MkM, To B kKayecTee
TUMNOBOrO MWKpOOPraHuama MoxXeT BbiTe ucnons3osaH Acholeplasma laidlawii (ATCC 23206) unu aHanoruy-
Hble MUKpoopraHuamsl [9]. MNpy 3TOM MUHMMaNbHOE KOMMYECTBO MMKPOOPraHUM3MOB A1 MCMbITAHWUA OOMKHO

" Unu aHanozauyHbIl MUKPOOP2aHU3M U3 UHOU KOMAEKYUL MUKDOOP2aHU3MO.
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coctaensaTe 1 x 107 KONMoHWeobpasyLmnx equHUL, Ha KBagpaTHbIA CaAHTUMETP (KOE/CMZ) 3P eKTUBHOW Nno-
Wanu noBepxHoCTHU huneTpa.

B cnyuae, ecnu ctepunuayonin dunetp ¢ pasmepom nop 0,1 MKM MCMNONb3YOT TOMBKO ANS yaaneHus
MWUKPOOPraHM3MOoB, pa3Mep KOTOpPbIX paBeH UNK NpeBbIlWaeT pasMmep Brevundimonas diminuta, cm. 9.2.2.2—
9225,

9.2.2.7 Banngaums MUKpOBUONOrMYecknx MeToamKk, NCNonb3yemMblX ANs UCMbITaHWA Ha 3adepxuBaHue
MUWUKPOOPraHW3MoB, AoMKHa obecne4ymBaTth cregyrollee:

a) MWKpPOOPraHM3ambl AN MCNbITAHWS AUCNEPrMPYIOTCA B TakoMm obbeme unbTpyeMon cpeabl, YTobbl
obwuin 06vemM cunsTpaTa BN penpe3eHTaTUBEH pasMepy NPOU3BOLACTBEHHOW cepun U 3 PEKTUBHOM NIo-
waau punesTpaunn, 3a UCKNKYEHWEeM CryYaes, Koraa aHTUMUKpOoBHbIe cBOMCTBa TpebyoT MHOMO NoaXoaa.

MpumedaHue 1— Mpyu NpoOBEAEHUM UCTIBITAHUS HA 3adepXuBaHWe GaKTepUi C UCMONb30BaHUEM YMEHbLLIEH-
HOW MOOENI CUCTEMBI OUNETPALUM MOXKET NOTPeBoBaTLCA PELUPKYNALNUa (UNETPYeMOi cpedbl;

b) oUeHKy XWM3HECnoCoOBHOCTM WMCMNONb3yeMbIX MWKPOOPraHM3MOB NPOBOASAT HA OCHOBaHWM COOTBET-
CTBYHOLLEro konuyectTea 06pasLoB, 0TODPaHHLIX B TEYEHWE BCEro BPEMEHW NPOBEOEeHUs WCMbITaHus, YToObI
JoKasaTtb, 4To oxkugaemas GakTepuanbHas Harpyska AOCTUIHYTa WM OCTaeTcs CcTabunbHOW B TeHeHWe BCero
BpeMeHW NpOBEAEeHNS UCMbITaHWS;

C) ucnbiTaHue Ha 3afepXuBaHue MUKPOOPraHM3MOB MPOBOOAT B YCNOBMAX HauXyQLero cryyas, Bo3-
MOXHOrO npu obbi4HoM paboTe;

d) vcnonb3yembli AN8 UCTIBITAHUS MUKPOOPTraHU3M MMeeT MUHUMArbHBIA pasmep.

MpumeyaHue 2— OT0 MOXET BbiTb JOCTUrHYTO NPW MOMOLLM MCMOMB30BAHUA MONOXUTENBHOMO KOHTPONS ANs
NOATBEPXAEHWA NMPOXOXAEHWA TUMOBOMo MWUKpOOpraHuama vepes unbTp (Hanpumep, npoxoxaeHue B. diminuta yepe3
membpaHy ¢ paamepom nop 0,45 mkm unun npoxoxaeHue A. laidlawii yepe3 membpaHy ¢ pasmepom nop 0,2 Mkm);

e) ucrnonb3yemasi aHanuTuyeckas MeToguka no3eonsieT BbiIBNATb HebonbLoe KONMYecTBO MUKPOOP-
raHUM3amoB.

9.2.2.8 Kputepum npnemnemMocTu OOMKHbI BKNoYaTh TpeboBaHMe 0 3agepKaHuy BceX MUKPOOPraHu3-
MOB Tpems UCMbITyeMbIMU uUnbTpaMn. B kauaom 1enbiTaHWM OOMKEH BbINONMHATLCA MNOMOXUTENbHbIA KOH-
Tponkb.

9.2.2.9 [aHHble 06 addpekTBHOCTU DUnbTPa, NoMyYeHHble B pesynbTate WCMbITaHUs Ha 3aJepKyBa-
HWe MUKPOOPraHW3MOB, UCMONbL3YT ANA onpedeneHns MUHUManbHbIX TpeboBaHWiA K NpoBeOeHNo ucneiTa-
HUA Ha LEMNOCTHOCTL (PUNbLTPa, UCMOMb3YeMOoro Ha NpoM3BOACTBE.

MpumevaHue 1 — Ecnu ycTaHoBneHa BOCNPOU3BOAMMAS B3aMMOCBA3b MEXAY CMOCOBHOCTbIO CTEPUIU3Y-
lowero unsTpa 3a4epKMBaTh MUKPOOPraHW3mbl, cneunduyHbie ans unsTpyemon cpegbl, M M3n4ecKon Lenoct-
HOCTbIO AaHHOro uneTpa, TO UCMONb3YHT NOAXO4sWMNe HepaspyLlakwmue UCNbITaHWsA Ha LEenoCTHOCTL dunbTpa Ao
¥ MoCne ero WCNomnb3oBaHWs, YTobbl oNpeaenuTs, YCNeLWHo N NpoLuen npouecc GunsTpauun NpoM3BedeHHON cepun
npoaykuuu (cm. 8.4).

MpumevaHue 2— HacToswme TpeboBaHUs MCNONL3YIOT ANA ONpedeneHus YCnewHocTW NPoBeAeHHOMo Npo-
Lecca dmnsTpaLm NpoM3BoAMMON NPOAYKLUMK, TAaK KaK UCTbITaHWE Ha 3adepKuBaHne bakTepuil ABNAETCA paspyLuaoLwmnm
ncnelTaHMeM, KoTopoe HeuenecoobpasHo NPOBOAMTE ANA MPOM3BOACTBEHHbBIX (PUNETPOB.

9.2.2.10 Tonb3oBaTenb unbTpa OOMKEH YCTAHOBWUTL paboyne ycnoBWa npouecca CTEpUNMayrLLen
duneTpayumn, KoTopble OOMKHbI ByayT HaxoQMTLCA B Npeaenax 3Ha4yeHuin NapamMeTpoB, NOATBEPKOEHHbIX B
npouecce sanugauuu c nornyvyeHnemMm cTepunsHoro dunsrpaTta.

9.3 Banupauusa MeToAUKN UCMbITAHUA Ha LENOCTHOCTb CTEPUIM3YIOLWNX (hunsTpoB
OnA XKUgKocTen

CMa4YnBaloLLyo KUOKOCTb AN UCMbITAHUA HA LENOCTHOCTL (hunbTpa BbiBupaoT nubo 13 nepedHs pe-
KOMEHOOBaHHbIX NMPOVN3BOAMTENEM (DUNbLTPa CTaHA4APTHBIX CMaYUBaOLLMX XKUAKOCTEN (HanpyuMep, Boaa, pac-
TBOP W30MPOMNMMOBOIO CAMPTa), MMBO0 M3 XKWMAKOCTEN, NoOANeKallnx pUnsTpauun (HanpumMep, NekapcTBEHHbIA
npenapar, NPOMeXyToYHblE NPoayKThl 1 BydepHbie pacTeopsl). [pu BeiGope NocrneaHero BapMaHTa Heobxo-
AMMO onpefennTb U 060CHOBATL COOTBETCTBYIOLIME CrelnduKaLuni.

duUnNLTpyEMYIO cpeay CrieayeT UCMonb3oBaTtk ANS MCMbITaHWUS Ha LEeNOCTHOCTbL (DUINbTPa B TEX Chy4asx,
Koraa:

a) cTaHOapTHas CMadvnBaloLLas KAKOCTb, OCTAKLWAACH Ha (VUNbTPe NOCNe UCMbITAHUS, 0Ka3blBAET He-
fnaronpusaTHOE BO3OENCTBUE Ha (DUINETPYEMYH Cpedy UMK npoLlecc punsTpauunm,
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b) ucnonb3oBaHWe CTaHOAPTHOW CMaYMBalOLLEr XUAKOCTM MOXET NpeacTaBnsiTe PUCK ANS CTepUnb-
HOCTM Mpouecca unsbTpauuu,

c) ANns yoaneHws cpenbl U3 dunstpa TpebyeTcs ANUTenbHaa onepauus NpoOMbIBKM CTAHAapTHOW cMa-
UMBAIOLLEN XUOKOCTbLHO.

9.4 Banupgauuvsa BzaumogencTBus (punbTpa c (punLTpyemMon cpegomn

Heobxonnmo npoBecTu onpefeneHue creqyowmx BeLecTB:

a) BbIMbIBaeMble BellecTBa (cm. 8.2.2.2);

b) skcTparupyembie BewecTra (cm. 8.2.2.3);

C) MaTtepuanel, yganseMble U3 oUNsTPyeEMoi cpeabl nyTem abcopbuun (cm. 8.2.2.4).

9.5 Banupauuna npouecca CTepurnu3auum cuctemMmol onnsTpayum

9.5.1 lMonb3oBaTtenks unsTpa JOMKEH AOKYMEHTanbLHo NoaTBepauThb, YTO:

a) npouecc cTepunusannm coxpaHsaeT apPeKTUBHOCTb NPWM MUHUMAaTbHbIX YCNOBUSX BO30ENACTBUS;

b) mMakcumManeHble YCrOBMS BO3AEACTBUSA He OKa3bliBaldT HEraTMBHOIO BAWSIHWUA Ha cucTemy Ounb-
Tpaumu.

9.5.2 lMpoueccbl CcTepunusauMM BanWAMPYT B COOTBETCTBMM C nonoxeHusmu WMCO  13408-5,
NCO 17665-1, UCO 11135 unu UCO 11137-1".

M pnmevyaHme — TunoBbIMK npoueccamMmn ctepmunmniaun CUCTem CbMJ'IpraLI,VII/I ABMAKTCAH CTEPUNN3ALNA Napom
Ha MecTe (S'P“) 1N aBTOKNaBnpoBaHWE, BbINONMHAEMbIE NOMNb30BATENEM, a TakKe CTEpPUNM3alAa OKCUMO0M 3TUIeEHA NN
paguaunoHHaa cTepunu3auna, npoeognMele NpousesognTenem Cbl/i]'lepOB, ecnun (bMﬂprbl N1 CNCTEMBbI q)l/l]'lean.VlM no-
CTaBnATCA CTepUNN3oBaHHbIMW.

9.6 Banngauwva 3chpeKTUBHOCTU 3agepXKUBaHUA MUKPOOPraHM3MoB, cneumdnyHbIX
Ana (hunbTpyeMon cpefbl, CTEPUNUIYIOWMMK (hunbTpaMu AnA rasoB

9.6.1 O6wWwmne nonoxeHus

Mpouecc cTepunuayowerd (UNsTpaLMKn ra3os, Kak NpaBunio, BanuaupyoT Mpy MoOMOLLW aspo30rbHON
B3BECWU TUMOBLIX MUKPOOpraHnamos. B HacTodAwee Bpemsa nHdopmaunsa o BNUAHWM rasa-HOCUTenNs Ha npo-
Lecc cTepunuayowei hunsTpaunm oTcyTcTBYET. [03TOMY NpOBEAeHUe UCMbITAHWUA Ha 3adepKuBaHue MUKPO-
OpraHuaMoB, cneluudUYHbIX ANa npolecca U UNLTpYeMoi cpedbl, 06bl4HO He TpebyeTcs.

MpumedaHue — Kak npasuno, NpPoU3BOAUTENN OUINETPOB NYGMUKYIOT METOAUKM W Pe3ynbTaThl UCMbITaHWA,
ncnonbayemeie Ans 060CHOBaHUS NPOMBILLNEHHOTO NPUMEHEHUA (OUINETPOBR ANS CTEPUINU3YIOLLEN (DUNBTPaLMN.

9.6.2 3apepxuBaHue a3po30JyIA MUKPOOPraHM3MOB

OueHMBAIOT BO3MOXHOCTL NPUMEHEHMWSA OAHHbLIX O 3a4epKUBaHUKN a3p0o30rnell, NpeaocTaBneHHbIX Npo-
n3BoauTenemM unsTpa, K UCnosbayeMoMy NpoLeccy cTepunuayoLllend gunstTpaumu.

9.6.3 Banupauus MeTOAMKMA UCNbITAaHWA Ha (hU3NYECKYIO LIeNIOCTHOCTb hunbTpa

9.6.3.1 OueHMBaOT BO3MOXHOCTb NMPUMEHEHWS OaHHbIX, MPegoCTaBNeHHbIX NPou3BoguTeneM (unb-
TPOB, K UCMONb3yeMOMY NpOLEeccy CTepUnU3yoLen unstpayuu.

9.6.3.2 PesynbraThl UCMNbITAHWA HA (DU3NYECKYD LENOCTHOCTL hMnbTpa AOMKHbBI KOPPEnMpoBaThk C ero
3thhEKTUBHOCTLH 3a4EPKMBAHUA MUKPOOPraHU3MOB.

n pupmMmedHaHne — npOHSBO,ELI/‘ITEJ'IHM CbMJ'JprDB cnegyet npenctaBnATb aHHbIe 06 vcnbITaHuK Ha LENOCTHOCTb
B CBOMX pPYKOBOACTBaxX No Banngaunn.

9.6.3.3 Ang ncnbitTaHusa ruapodobHbiX (OUNETPYOWNX MaTepranoB MOXHO NPUMEHATL TPaAULWOHHbIE
noAaxodel, ucnonb3yemble Ang ruapogunbHelX UnsTpyoLWmMX aneMeHToB. CMaYmBaLWy XUAKOCTb NS Uc-
NbITAHWS Ha LLeNOCTHOCTb unbTpa BbIODUPAaKT W3 MepeyYHs peKoMeHAOBaHHbIX Npou3eoauTenemM cdunstpa
CTaH4ApPTHBIX CMa4YuBaLKMX KUOKOCTEN (HanpuMep, pacTBOp M30MPONUNOBOro UnM TPeT-8yTUNOBOro cnup-
Ta). Heobxogmmo ykasaTb UCMOMb3yeMble NPU UCNbITAHUM CMaYMBatoLLYH XUOKOCTb W ras, a ucnbiTaHue npo-
BOAWTL MpW Temnepartypax, peKOMeH40BaHHbIX Npou3BoauTeneM punstpa. B kayecTBe ansTepHaTMBHOTO Me-

" B Poccutickoli ®edepauuu npu npouseodcmee nekapcmeeHHsix cpedcme crnedyem yyumsieams «[Ipaeuna Hao-
nexkawjel rpoussodcmaeeHHOU npakmuku Egpasulicko2o 9KOHOMUYEeCKO20 colo3ar, ymeepxoeHHble PeweHuem Cosema
E3K om 3 nosibps 2016 2. Ne 77, nonoxeHus ®apmakoneu EASC u lNocydapcmeeHHoU chapmakoneu.

" SIP om aHan. steam-in-place.
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TOAa BO3MOXHO MNPOBEAEHWE UCMbITAHWA Ha NPOHUKHOBEHWE BOAbl. B HekoTopbIx criy4asix npu nposegeHum
MCNbITAHWUA Ha LenocTHOCTbL UNLETPa BO3MOXHO NMPUMEHEHWE a3po3orns.

9.6.4 CoBMecTUMOCThb U CPOK 3KCnnyaTtauuu

CoBmMecTMMOCTb (hunbTpa B peanbHbIX YCNOBUAX 3KCNnyaTtauMm NoATBEPKOAT NyTemM NPOBEAEHUS UC-
NbITAHWA Ha LenocTHOCTL (huneTpa 4o U Nocrne 3KCNo3MunMy B YCIOBUSAX aKCnnyaTauun.

Heobxogumo perncTpupoBaTh AaHHbIE, NOATBEPXKAAMLWNE LENOCTHOCTb (AUNLTPa Ha NPOTSXEHUM BCe-
ro cpoka aKcrnnyaraumm.

MpumeyaHue — B GonblUMHCTBE criyvyaes (OWUMbTPLI, NPOoLenne CTeEpUNM3aLnio, UCNONbayoT HEeMNpepbiBHO
W1 MHOTOKPAaTHO.

9.6.5 Banupgauua npouecca CTepunusaymMm cucteMsl (hunbTpauumn OnAa rasoe
Cwm. 9.5.

10 TeKywMX MOHMUTOPUHI U KOHTPOIb

10.1 Llenbio TekyLlero MOHUTOPUHTA U KOHTPONSA ABNSAETCS NMOATBEPXKAEHWE BANUOMPOBAHHOIO cTa-
Tyca* Ha NPOTSHKEHMM BCETO NpoLecca CTEPUNU3YIoLLER PUNLTPaLKN.

10.2 Heobxogvmo noATBEPXAATb MCMLITAHUAMU TO, YTO MPOLECC CTepunuaylwein dunstpayum bein
npoBefeH B Npefenax yCTaHOBNEHHbIX AONYCTUMbIX 3HAYEHUH.

10.3 HeobxooMmo perucTpupoBaTh AaHHLIe, MOATBepXKaaLWMe OOCTUXKeHWe napaMeTpoB npouecca B
npegenax ycTaHOBMNEHHbLIX OONYCTUMbLIX 3HAYEHWIA.

10.4 Bce 3anucy OoMmKHbl XpaHuTecst B cooTBeTcTBMM ¢ MCO 13485 unu 3kBUMBaNeHTHOW CUCTEMON
kayecTBa .

10.5 BbuoHarpysky nepef dunsTpauyueln crnegyet onpefenats ONA KaXOOoW Cepun, 3a UCKIYeHUeM
cny4yaes, korga JOKYMeHTarnbHO NOATBEPXKAEHO, YTO ee 3Ha4YeHWe BCerfa HaxoOuTcs B npefenax gonycTu-
MbIX 3HAYEHWUN.

10.6 lMpw HeobxogmMmocTu nepen unsTpaLMen ONs Kawaon cepuy onpegensoT ypoBeHb MexaHnye-
CKMX YacTuL, 32 UCKMYEHNEM CMy4YaeR, KOraa BCce napamMmeTpbl MPOM3BOACTBA TLWATENBLHO KOHTPONMUPYHITCS U
pe3ynbTaThl NPenblAYLWLNX UCMBITAHUA NMOATBEPKAAT, YTO YPOBEHb MEXAHUYECKMX YACTUL, BCErga HaxoauTcs
B rnpegenax 4onycTUMbIX 3HAYEHUN.

10.7 WMcneiTaHne Ha OU3NYECKY LeNoCTHOCThL CTepunuaylowero punstTpa npu nomoLmM Banugupo-
BaHHOW aHaNMTUYECKOW MeTOAMKM MPOBOAAT NOCMe Kaxaoro UCnonb3oBaHus bes nasnedyeHnsa punstpa n3
Kopnyca.

11 Bbinyck B obpalleHue npoayKumun, npoweglien CTepunuayowyo
cpunsTpaumio

11.1 Heobxopgmmo onpegenvTs NpoLenypy Bbinycka B obpalleHne npogykuum, NpoLleLllen cTepunuay-
oWy dunstTpauuno. B gaHHoi npouenype AomkHbl ObiTb YCTAaHOBMEHbI KPUTEPUK, NO3BOMAILLME NOATBEP-
OWUTb COOTBETCTBUE MpoLecca CTepunuaytowen dunsTpaumm ero cneymdukaymu.

11.2 Bce napameTpel npouecca gpunsTpaunn, NPU3HaHHbIe KPUTUYECKMMW, LOMKHbI ObITh 3200KYMEH-
TUPOBaHLI. 3Ta AOKYMEHTaUWUs A0MKHA BbITh YacTbio 3anncen No NPOM3BOLACTBY CEPUN.

11.3 TponsBoACTBEHHBLIE 3anUcK o Npouecce UnsTPaLMM JOMKHEI COAepXKaTk, eCni NPUMEHUMO, cre-
aywouiee:

a) faTtbl MOAMOTOBKM W hUNbTPaUUn Cpeab;

b) HaumMeHoBaHWe W HOMEp cepun PUNLETPYEMOW Cpeabl;

c) ®WNO onepatopa(os);

d) npouasoguTens chuneTpa, TUN GUNLTPa U HoMep(a) NapTUM U/MnNu cepunHbli(bie) HoMmep(a), NpUcBo-
€HHble Npou3BoauTENeM huUneTpa;

" T. e. npodomkatowasics eepuchbukayus. s npoussodcmea fleKapcmeeHHbIX cpedcme cM. npurnoxeHue Ne 15
«[Mpasun Hadnexaiel npouzsodcmeeHHOU Mpakmuku Eepa3ulickozo aKOHOMUYECKO20 COl3a», ymeepxoeHHsIX Pele-
Huem Coeema E3K om 3 Hosbps 2016 2. Ne 77.

™ B Poccutickoli @edepauuu npu npouseodcmee nekapcmseHHbix cpedcme cnedyem yyumsieams «[Ipasuna Hao-
nexauwjel npouseodcmeeHHoOU nMpakmuku Eapa3sulickozo 3koHOMUYECKO20 coto3ar, ymeepxdeHHble PeweHuem Cosema
E3K om 3 Hosib6ps1 2016 2. Ne 77.
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€) AaHHble 06 0YNCTKE CUCTEMBI (PUNBTPaLUK;

f) maHHbIe 06 ycnoBusAX cTepuMnM3anum cucTemsl UNETpaLmy;

g) AaHHble O UMKMax cTepunusauuu, Ucrnonb3yemMble A8 KOMMOHEHTOB, NPUMeHseMblX B Npouecce
chuneTpaumu;

h) Homep uukna (M3 yCTaHOBNEHHOrO AOMYCTMMOrO KonM4ecTBa LUKMNOB) B Cyvae NoBTOPHOMO UCMONb-
30BaHUs;

i) napameTpbl Npouecca unsTpaunm (HanpuMmep, nepenag AaBneHnsi, 3Ha4YeHue AaBNeHUs Ha BXO4e v
Ha Bbixo4e M3 (PUNLTPOBaNbHOW CUCTEMbI, CKOPOCTL NOTOKa, paboyas TemnepaTypa, BpeMsa U T. A.);

j) pes3ynetathl UCMbITAHWA Ha LLeNOCTHOCTL (DUILTPa U UX OUEHKA;

k) pesynbrathl onpegeneHus BuoHarpysku o Ha4ana npouecca cTepunuaytowein nnsTpaunu;

|) oTKNOHEeHWst 0T AOKYMEHTUPOBAaHHbIX NPOLEeAyp;

m) PO nuua, OTBETCTBEHHOIO 3a NPOLECce CTepunuayLlein dpunstpayum.

11.4 Ecnun oTCyTCTBYHOT 3anucK, ykasaHHole B 11.3, npoaykuvio npu3HalT HEeCOOTBETCTBYHLWEN N 00-
paLLaloTCs C Hel B COOTBETCTBMM C YCTaHOBMEHHbIMK npouenypamu (cm. MCO 13485").

12 MNopaepxaHue achdeKTUBHOCTU Npouecca

12.1 O6uWwue nonoxeHUs

HeobxoamMmo ocyllecTBNATE NPOLSOIHKAOLWYIOCA BEPUUKALMIO cucTeMbl hnnbTpauumn Ansi MOATBEPX-
OeHWA 3dhPeKTUBHOCTH CTEpUNU3YIOLWEN unsTpaun dunsTpyemMon cpeaol.

12.2 MoBTOpPHan KanubpoBKa

To4HOCTb M HagexHoCTb NpUBopoB, MCNOMb3yeMblX ANS KOHTPONd, MHOWKaUWM unu perucTpauun napa-
METPOB npoLecca cTepunuaylollein dunstpaumm, HeobxognuMo Nepruogm4eckn NPOBEPATb B COOTBETCTBUM C
NCO 13408-1:2008, 4.3.2, n NCO 13408-1:2008/Amd.1:2013.

12.3 TexHuuveckoe obcnyxvBaHue obopyaoBaHUA

12.3.1 lMpodunakTnyeckoe TEXHUYECKOE 0DCNYXMBAHWE OOMKHO NNAHUPOBATLCH U BEIMOMHATLCH B CO-
OTBETCTBUM C AOKYMEHTUPOBaHHLIMU Npouenypamu. Heobxooumo paspaboTtate nopagok AeACTBUNA ANS Kax-
JOro atana, BXOASLEero B NNaHOBOE TEXHWYECKOe obcnyxuBaHwe, U OnNpefennuTb 4acToTy, C KOTOPOW OHM
OOMMKHBI BbIMOMHATHCA. 3anMcu 0 TeXHWYecKoM OBCNyXUBaHUKU OOMMKHbI XPaHWTbLCS B COOTBETCTBMM C
NCO 13408-1:2008, 4.1.4, n NCO 13408-1:2008/Amd.1:2013.

12.3.2 [JOo KOPPEKTHOIO 3aBepLUEHWS W perncTpalun Bcex 3TanoB TexHuyecKkoro obcnyxusaHws o6o-
pyLooOBaHWE He MOXET BbITb JONYLLEHO K 3KCMnyaTauuu.

12.3.3 Cxema npoBefeHus, OeACTBUSA 1 3aNUCK O TEXHUYECKOM 0BCNY>XMBAHUN O0IMKHA nepuogunye-
CKM OLEHMBATLCA HA3HAYEeHHbIM NULOM. Pe3ynsraTthl OLEHKM OOMXKHbI PErMCTPUPOBATLCH B COOTBETCTBUM C
MNCO 13408-1:2008, 4.1.4, u UCO 13408-1:2008/Amd.1:2013.

12.4 MoBTopHas kBanudukauua (Banugaums)

12.4.1 Heobxogumo obocHoBaTb 0bbeM NpoBOAMMON KBanudukaumm.

12.4.2 ApxuBHble gaHHLIE O NMpoLecce OLEeHUBAKT Yepes onpeaeneHHble MHTepBarnbl BpeMeHu, YTobbl
onpenennTb He0BX0AUMMOCTE MOBTOPHOW KBanudukaumu.

12.4.3 OueHky TpeboBaHWiA K NOBTOPHOW KBanuduMkauum crefgyeT paccMaTpuBaTh Kak 4acTb OLEHKM
KOHKPETHbIX U3MEHEHWIA WU MOCNenyoLEero TEXHUYeCcKoro obecnykuBaHums.

12.4.4 TMpouenypbl NOBTOPHOW KBanWUKaLMM AOMKHE! ObiTb ONpegeneHsl, a 3anucK O Heil — coxpa-
HEeHbI.

12.4.5 [aHHblE O NOBTOPHOM KBanudukauum OLEHNBAKT HAa COOTBETCTBUE YCTAHOBNEHHbLIM KPpUTEPUSM
NPUEMIEMOCTU B COOTBETCTBMU C LJOKYMEHTUPOBAHHLIMU NpoLeaypaMu. 3anucu 0 pesynsraTax OLeHKU OaH-
HbIX MOBTOPHOW KBanNUUKaLMM XpaHAT COBMECTHO C 3anMCcaMM O BHECEHHbIX UCMIPaBNeHUsX U NpegnpuHaTbIX
KOPPEeKTUPYIOLLUX AENCTBUSAX.

" B Poccutickoii @edepauuu npu npou3sodcmse nexkapcmeeHHsix cpedcme cnedyem yqumsisams «[Ipasuna Had-
nexxawiell npouseodcmeeHHOU Npakmuku Eepasulicko2ao 3KOHOMUYECKO20 col3ar, ymeepxoeHHble Peweruem Coeema
E3K om 3 Hosibps 2016 2. Ne 77.
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12.5 OueHka namMmeHeHUN

TTioboe nameHeHne oLEeHMBAaT C TOYKA 3PEHKS ero BNuaHWA Ha acheKTUBHOCTL Npouecca CTepunuay-
towen dounsTpaumn. OueHnBaeMble U3MEHEHWS BKIIOYAIOT CNeAyLLee, HO He OrpaHWYMBaKOTCH 3TUM:

a) 3amMeHy 4acTu CUCTEMbl (DUMBTPaLMK, KOTOpas MOXKET NPUBECTU K M3MEHEHWI0 NapamMeTpoB Mpo-
uecca;

b) nwboe n3meHeHne cocTaBa PUNETPYEMOW Cpeqbl;

c) nwboe nameHeHne BuoHarpysku uNsTpyeMon cpeabl;

d) nobble M3MEHEHWs CTEPUNU3YIOLLEro ounkTpa;

e) nobble M3MeHeHWa B YCNOBUAX MPOM3BOACTBA (hMNbTpa, O KOTOpbiX coobliaeT nNpowu3BoguTenb
ounsTPa M KOTopblie OLEHUBAKT C TOYKM 3PEHNA UX NOTEHUNaNbHOro BAUAHWSA Ha OnpedeneHHble napaMeTphl
huneTpyemMoi cpedel M npouecca (cMm. 4.3.2);

f) moboe nameHeHne NnapaMmeTpoB NpoLecca;

g) HOBOE MNKU MOAVMULMPOBAHHOE NMPOrpaMMHOe N annaparHoe obecnevyeHue.

Heobxoanmo OOKYMEHTMPOBaTb pe3ynbraTthl OLEHKW, BKITYas 0BOCHOBaHWE MPUHATHIX PELUeHUin 1
0bbem M3MEHEHWA, BHECEHHbLIX B NPOLECC CTepUnu3yoLllen unbTpaunmn, unu HeobxognMMocTb NOBTOPHOM
KBanudukaumn.
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MpunoxeHne A
(cnpaBo4Hoe)

PYKOBOACTBO no npuMmeHeHUO HacToALWero ctaHgapTa

Mpumeyvyanune — [na yoobcTea NPUMEHEHWA HYMepaUMsa MyHKTOB B HACTOALLEM NPUIOXKEHWMWM COOTBETCTBYET
HymMepaLM1 NMYHKTOB OCHOBHOMW YacTW HACTOSALLEro ctaHgapTa.

A.1 OBwme nonoxeHuA

PyKOBOﬂCTBO, npueegeHHoe B OaHHOM NPUNOXEeHWUW, He ABNAETCA KOHTPONbHbIM nepevyHem BOMPOCOB OnA Npo-
BeAEeHNA OUEHKKW COOTBETCTBMA HaACToAlleMy CTaHOapPTy, a npedHa3Ha4vyeHo AnAd noMowmn B JOCTWXKEHUU OOHO3Ha4YHOro
NOHMMaHWA U NpUMEHEHWUA HAacCcTOALWEro CtaH4apTta nyTeM npegocrtaeneHnAa pa3'bF|CHeHMI7‘I 1 npyueMnemMblXx MeTogos 00-
CTXXEHWUA COOTBETCTBUA YCTAHOBNEHHbBIM TpeGOBaHMﬂM. anIJ'IO)KBHVIe COOEepPXWUT OoNMCaHMe BaXHbIX aCNekToB U NpumMe-
Pbl. ,D,OI'IyCK'aETCFI ncnonb3oBaHe MeTogoB, OTIUYHbIX OT NPUBEOEHHDbIX B HACTOALLEM PYKOBOOCTBE, NPU YCINOBWK, YTO KX
SCDCDE.‘KTHBHOCTI: obecneynBaeT BLINOSIHEHWE TpBGOBaHI/IH HacToALWlero cCraHgapTa.

A.2 MpumevyaHre K HOPMATUBHLIM CChINKaM
Cwm. pazgen 2.

A.3 MpumeyaHue K TEpMUHAM M OnpegeneHUsam

PucyHok A.1 0eMOHCTPUPYET aNEMEHThLI CTEPUNU3YIOLLErO UINLTPA U COOTBETCTBYHOLLME UM TEPMUHLI.

MaTtepwan dounetpa (1) npegctaenset coboin membpaHy/MaTpuLy, KoTopas yaanaeT MUKPOOpraHuamMel M3 ounetpy-
EMOW cpefbl. ITOT Matepuan MOXeT BbITb MOMELLEH Npou3BoaMTeneM hunstpa B Kapkac (2), hopmMupysa KapTpUOXKHBINA
dunstp (4). 3atem KapTpuaK ycTaHaBnvMBaeTcs Nonb3oBaTeneM B kopnyc dunstpa (6) u crepynuayerca. Kaptpumk B
Kopnyce 4acTo Ha3blBaloT coBpaHHbIM OUIETPOM (7).

Tarke huneTpyOWMIA Matepnan MoxeT BbiTb NOMeLLeH B KancynbHbld kapkac (3), hopMupys npeaBapuTensHO
cobpaHHbIl KancynbHbIA dunsTp (NaTpoH) (5), KOTOPbLIA MOXET NOCTAaBNSATLECS MOMNb30BATENH B CTEPUIBHOM UMK HEeCTe-
PUINBHOM BUAE.

COGpaHHbII?I CbeIJ'Ipr, COEOWNHEHHBIN C COOTBETCTBYHOLLMMK KnanaHaMmn, MaHoMeTpaMu U T. 4., Ha3blBakT CUCTEMOW

dunsrpaumm (8).

=|:4E\ 7

1M -
/

1 \ 8 )

= - D<K

3 5

TN

?

1 — matepwuan cunerpa; 2 — Kapkac KapTpuaxHoro comneTpa; 3 — kapkac kancynsHoro uneTpa; 4 — kapTpuaXKHbIA hUneTp;
5 — kancynkHbIA (huneTp (NaTpoH); 6 — kopnyc unstpa; 7 — cobpaHHbi hunsTp; 8 — cuctema dunsTpauum

PucyHok A.1 — Cxema ans noHUMaHWs UCMNOoMb3yeMblX TEpMUHOB
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A.4 dnemMeHTbl CUCTEMbI KayecTBa

A.4.1 O6wWwmMe nonoxeHUs
PekomeHgauumn oTcyTCTBYHOT.

A.4.2 OTBeTCTBEHHOCTEL PYKOBOACTBA
PekomeHgaumm oTCYTCTBYIOT.

A.4.3 MNocTaeka hunsTpOB

MpumeuvaHune — Hactoawumn nyHKT ycTaHaenueaeT TpeboBaHua K 3akynke uneTpoB 1 obopyooBaHua ons
douneTpaumm, ucnonb3yemelx Ans peanvsauuy npoaykumn. TpeboBaHWsA K yNpaBneHuio 3akynkamu UCXoOHbIX MaTepua-
NOB AN8 NpoM3BOACTBA NPOOYKLUMMW, NOABEpratoLlenca cTepunuayroen dounstpaumu, npmeeaeHsl B MCO 13408-1 .

A.4.3.1 PexomeHOauum oTCyTCTBYIOT.

A.4.3.2 Tlonb3oBaTtens MOXET NPOBEPUTL COBNIOAEHWE NUCEMEHHBIX COrMalleHUA NOCPEACTBOM ayauTa Npou3Bo-
auTensa dunsTpa.

A.4.3.3 PexomeHgauWu OoTCYTCTBYIOT.

A.5 TpebGoBaHuA K cTepunuayrowemy hunsTpy

A.5.1 O6wwue nonoxeHnn

OBbI4HO Npou3BoanuTens PUNLTPOR NPENOCTABNAET CNEAYHOLLYI0 OCHOBHYH MHGOpMaLUuo 0 unsTpe:

a) maTepuarnbl, M3 KOTOPbIX U3roTOBMNeH coBpaHHbIA UNLTP;

b) xapakTepucTuku rugpodunsHOCTU/IMApodoBHOCTY;

C) BelllecTBa, IKCTparMpyemMslie B TUMOBLIX pACTBOPUTENSX (HanpuMep, B BoAg);

d) obLyo XMMNUYECKYH) COBMECTUMOCTE;

e) pekomeHgyemas(ble) npouenypa(bl) ctepununsaummn (obliee BpemMsa, KOMMYECTBO LIMKIIOB U YCNOBWSA CTEPUNU-
3aunn);

f) TepMoCTOMKOCTE;

g) cnocoBbHOCTL 3aAepKMBATL MEXAHWYECKUE YacTULbI;

h) makcumanbHO gonycTUMEIR Nepenan AaBneHus;

i) XapaKTepucTuK1 NoToKa,;

i) XxapakTepucTuKu BbIAENEHWA YacTuL U/UNu BONOKOH (MUrpauus ouneTpyloLero Marepuana) B TMNOBLIX pacTBO-
puTensax (Hanpumep, B Bode);

k) adhdpekTMBHOCTE 3aepXUBaHUA MUKPOOPTaHU3MOB U e KOPPENAUMIO C peaynsTaTaMi UCTbITaHUsA Ha LenocT-
HOCTb hUNbTPa NMpPU 3a0aHHbIX YCIIOBUSX;

|) HOMKWHarnbLHBLIA pa3mep nop unLTpa;

m) pekoMeHayeMble METOAVKM UCTIBITaHUA Ha LeNoCTHOCTL OUnbTPa;

n) AaHHble 0 Buonoruyecko GesonacHoCcTy.

CepTudhurkaThl Ka4ecTBa KOHKPETHLIX CEPUIA KAPTPUIKHBIX (PUINBTPOB MOTYT COAEPXKaTk CrieyLlyo nHhopmauumio,
HO HE OrpPaHWUYMBATLCA ATUM:

0) pe3ynsTaThl UCMbITAHWA Ha LIENOCTHOCTL (UNLTPA;

p) pe3ynbraThl UCMbITAHUA Ha BakTepuarnbHble 3HOOTOKCUHBLI UMW MMPOTEHHOCTD;

q) pe3ynsTaThl UCMBITAHWIA Ha 3a4epKNBaHUE MUKPOOPTraHWU3MOR;

r) HanM4Me OKUCMAEMbIX BELLECTB UMK 0BLLEro opraHMYeckoro yrnepoaa;

S) Hanu4Me aKCTparupyeMbix BELLECTB;

t) xapakTepucTuKK BblOensemMblX BOMOKOH U YacTuL;

u) AaHHele 0 Buonornyeckon BesonacHocTy;

V) 3Ha4yeHWe CKOPOCTW MOTOKa BOAHI;

W) 3HavyeHWe JOMNYCTUMbIX TMOPABINYECKUX HArpy30K;

X) 3Ha4YeHWe JoMnyCTMMBIX TEMMNEPATYP.

MpumeyvaHnune 1— lyHKTsl @), b), ¢) U d) 0BbIMHO yKa3bIBAKOT HA OCHOBAHWKW UCMBITAHWIA, NPOBEAEHHLIX AN
KayKOoW cepun.

MpumeyvyaHune 2 — CepTudunkarbl kayecTBa 0ObIMHO BbIAOTCA Ha KapTpUOKHbIE (DUMLTPLI, HO MOTYT ObITh
TakKe BblOaHbl HA UCKOBLIE UMK NMnacTuHYaThle unbsTpbl.

A.5.2 3 peKTUBHOCTL yaaneHMs MUKPOOPraHu3moB
PekomeHaaLumMu OTCYTCTBYHOT.

* - - -
B Poccuickol ®edepayuu 0na npoussodcmea nekapcmeeHHbix cpedcma detcmsyrom «[lpasuna Hadnexa-

weli npoussodcmeeHHOU npakmuku Eepa3ulicko2o 3KOHOMUYECK020 coto3a», ymeepxdeHHble Peweruem Cosema ESK
om 3 Hosibpss 2016 2. Ne 77.
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A.5.3 BnuaHue maTtepnanoB

A.5.3.1 Kak npaBuno, us dpunsrpa BellecTBa MOryT 3KCTparMpoBaTbhCs UMK BbIMbIBATLCH B »KUMAKOCTb. [1py unb-
TpauWu ras3oB B UCKMKOYUTENBHBIX CMYYanx MOXET noTpeboBaThbCs YYeT BAUAHUA IKCTpParMpyemblX W BbIMbIBAEMbIX Be-
LLecTB.

A.5.3.2 Kak npaBuno, Ha hunsTp BelwecTea agcopOupyoTca 13 KUAKOCTEN. B MCKNIOUNTENBbHBIX Cry4aax MOXeT
notpebosBaTbcsa y4eT agcopbummn 13 rasos.

A.5.3.3 PexkoMeHaaLWMW OTCYTCTBYIOT.

A.5.3.4 PexkoMmeHaaUWUW OTCYTCTBYIOT.

A.5.4 Dkonoruyeckue acrnekrbl

PekomeHAaLMM OTCYTCTBYIOT.

A.6 TpeboBaHuA K npoueccy U o6opyaoBaHUIO

A.6.1 O6LKMe NnonoxeHuUs

PexomeHpauum oTCyTCTBYIOT.

A.6.2 YnpaBneHue puckamu

A.6.2.1 PekoMeHaaUMW OTCYTCTBYIOT.

A.6.2.2 PexkomeHaauuv npueefeHsl Ans 6.2.2 b).

CyLLecTBYET MHOXKECTBO pPasnMyHbIX KOH(Urypauuii acenTMYecKkUx NpoLEeCcCoB C UCMOMNb30BaAHWEM CUCTEM CTEpPU-
nn3yloLen punsTpauny; HUXKE NpUBEAEHL! NPUMEPLI HEKOTOPBIX U3 HUX.

a) lMpouecc, B KOTOPOM MCMOMbL30BaH TOMBbKO O4WH CTEPUMU3YIOLLWIA (DUNLTP, Kak NpaBunio, C HOMKMHANbHBLIM pas-
Mepom nop 0,2 MKM UM MeHee (CM. PUCYHOK A.2).

2 HeoBX0AMMO UCMbITAHWE HAa LENOCTHOCTL (bynkTpa.
1 — HepacdacoeaHHas uneTpyemas cpefa (HectepuneHas); 2 — cTepunuayowmin unsTp; 3 — cTepunbHbId hunsTpar

PucyHok A.2 — lNpouecc ¢ Ucnonb3oBaHWeM OA4HOrO CTEpUNUayioLLero gunstpa

b) Mpouecc, B koTOpOM Nepen CTepUnUayLWLUM MUNETPOM MCNONb3YIT MULTP, CHKAOLWMWIA KONMMYECTBO YacTul,
nunun BruoHarpysky (kak npaewno, uMmeeT HOMUHarnbHbIA pasmep nop 0,45 mkm unu 0,2 Mkm) (cM. pucyHok A.3). JaHHbBIR
NpoLecc MUHUMU3MPYET U KOHTPONWUPYET HArpyaky Ha cTepunuayrowmin cunetp. Ecnu BuoHarpyska HepacdacosaHHON
cunsTpyemon cpedsl coctaensaeT 6onee 10 KOE/100 mn, cnenyeT paccMOTPeTb BO3MOXHOCTb MCMOMNb30BaAHWUA CUCTEMbI
uneTpaUmn, NPUBEOEHHON HUKE,

3 i
2 3

2 HeoBxo4MMO UCMbITAHWE HA LIENOCTHOCTL (hunkTpa.

1 — HepacdhacoBaHHas uneTpyemas cpega (HectepuneHa), 2 — uneTp, CHUKALWKUA BUOHArpyaky; 3 — cTepunuayowmin unetp;
4 — cTepunbHBIA UnsTpaT

PucyHok A.3 — lMpouecc, BKNOYaoLWMA cnonb3oeaHre unsTpa, CHKatowero BroHarpysky, 1 CTepUMayoLero
dunsTpa

c) lNMpouecc, B KOTOPOM cHa4yana Mcnomnb3ylT QUETP, CHXKAKLWMIA KOMMYEeCcTBO YacTul, U/Mnm BuoHarpysky (Kak
npaBuro, ¢ HoMWHanbHbIM pazMmepoM rnop 0,45 mkm unu 0,2 MKM), 3aTeM XPaHAT NPOAYKT C HU3KMM YypoBHEM BuoHarpys-
KW, NOCME YEro MCMosb3yloT CTEPUNM3YIOWMA hunstp (cM. pucyHok A.4). [laHHyo cuctemy unbTpaumm, Kak npasuno,
MCMONB3YT B TEX CryYasx, Korga HeobXxoaMmo XpaHuTe UMLTPYEMBIA PAacTBOP B TEYEHWE OrpaHW4eHHOro nepvoaa
BpemeHU. CTepunbHOCTE KOHEYHOrO domnbTpaTa 3aBnCKT OT LIEMOCTHOCTU CTepUnuaytoLLero hunetpa.
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2 Heo6x0OQMMO MCNbITAHWME Ha LUENOCTHOCTb (unsTpa.
1 — HepaccpacoBaHHasa unsTpyemas cpefa (HectepunbHas); 2 — UNbTp, CHUXaWKUA BUuoHarpysky; 3 — eMKOCTb ANA XpaHeHus
NPOMEXKYTOYHOIO NPOAYKTA C HU3KOW BUOHArpy3kon; 4 — CTepunuayowmnn unetp; 5 — cTepuneHbli uneTpat

PwcyHok A.4 — [Npouecc, BKNOYaLWMIA MCNonb30BaHne unsTpa, CHKAKLETO KONWYEeCTBO YacTul,
u/unuv BUoHarpysky

d) lMpouecc, B KOTOPOM MCMOMbL3YIOT ABa UK bonee NnocnedoBaTeNbHO PACcNONOKEHHbIX CTEPUINU3YIOLLMX huneTpa
(cm. pucyHok A.5). B nanHon cucTemMe cpeaa nocnegoBaTenbHo uneTpyeTca yepes aea unu 6onee unsTpoB (pacno-
NOMXEHHBIX OAWH 3a APYrMM) ¢ OAWHAKOBBIM WM NOCNEA0BATENBHO YMEHBLLIALWMMCH HOMUHANBHEIM pasmepom nop. B
TAKOM Crny4ae cucTemy chvnsTPOB paccMaTpUBalOT Kak eduHblil cTepunusytowia Bnok. [na obecneyeHns Hagnexallero
BanvMOMpPOBaHHOIO npolecca cTepunuaauum 0ba dounsTpa JoMmKHEI COXPaHATE LENOCTHOCTb.

.
1

2 2

2 Heo6x0aQMMO MCNbITAHME Ha LENOCTHOCTL hunsTpa.
1 — HepacdacosaHHan uneTpyemas cpefa (HecTepunbHas), 2 — CTepunuayLwnin ounstp; 3 — cTepurbHbIA unsTpart

PucyHok A5 — lNpouecc, BKNOYakLWMIA MCNonb3oBaH1e OBYX NocneaoBaTenbHO YCTaHOBMNEHHbIX (OUNBTPOB

e) lNMpouecc, B KOTOPOM UCMNOMNb3YHT UOAEHTUYHBIA CTEPUNU3YIOWMA UNLTP, ABMAKLWMAACA OONONHUTENbHBLIM (OaH-
HYH CUCTEMY YacTO Ha3blBaKT OOMNONHUTENBHOW cMCcTeMOW ounsTpaumMm) (cM. pucyHok A.6). B naHHo cucteme addhek-
TUBHOCTb 3aAepKMBaHWA MUKPOOPraHW3MOB BanvaMpyeTca C UCMONb3OBaHWEM TOMBbKO OAHOro M3 AByx thunerpos. Jo-
NONHUTENbHbIA PUNETP SBAAETCA OYONUPYIOLLMM WM HE HY)XOAaeTca B NPOBEpKe Ha LiefoCTHOCTL NOCHe UCMOoMNb30BaHKsA, 3a
UCKITIOYEHUEM CNYyYaEB, Koraa pesynsTaThl UCMbITAHUS Ha LENOCTHOCTb OCHOBHOTO hMnbTpa Bbinv He YAOBNeTBOPUTENb-
HBIMK. [LONONHUTENBHBIA UNETP MOXKET BbITh MCNONL30BaH AN NMPUHATUS PeLLeHs 0 KadecTBe hunsTparta B criydae no-
Ny4YeHUs HeyOOBMNETRBOPUTENBHbBIX PE3YNETATOR UCMBITAHWUA HA LLENMOCTHOCTE OCHOBHOIO CTEPUNU3YIOLLEro hunsTpa nocne
MCMoNb30BaHKA.

3
38

8 Heo6xoOQMMo MCNbITaHWe Ha UEenocTHOCTb hunsTpa.
b WcnbiTanne Ha LenocTHOCTL hrnsTpa HeoBXoOUMO TOMBKO B Cryyae NonyyeHuUs HeyA0BMNeTBOPUTENEHLIX pesyrb-
TaTOB MCMNbITaHWs Ha LENOCTHOCTb OCHOBHOMO hMnsTpa.

1 — HepacdhacoBarHas cunsrpyemas cpefa (HectepunbHas), 2 — AOMNONHUTENLHLIA CTEPUNU3YHLWWIA duneTp; 3 — OCHOBHOW
CTEPUNU3YIOWNIA PUNLTP; 4 — CTepUnbHLIM unsTpaTt

PucyHok A.6 — lNpouecc, BKNKYaKLWMIA UCNONb30BaHWe AONOMHUTENBHOMO CTEPUNU3YIOLEro unsTpa

f) Mpouecc, BKNKOYAOLWMIA UCNONb30BaHWE ABYX WUNW Bonee nocnefoBaTenbHO pacnonokeHHbIX CTepPUITU3YHLLMX
dUNLTPOR, a TakkKe aTan NPOMEXYTOYHOro XpaHeHusa npoaykta. CHadana npoAaykT UNETPYIOT Yepes CTepPUNU3YHLLUIA
UNLTP B CTEPUNBHYIO eMKOCTE ANS XpaHeHUs, 3aTeM NpoayKT (UNETPYIOT Yepes BTOPOM CTEPUNU3YIOWMIA (OUneTp BO
BPeMs TPaHCMOPTUPOBAHMA/NOAAYN HA NUHWKD HanomnHeHns (cM. pucyHoK A.7). JaHHyo cuctemMy connbTpaunK, Kak npasu-
110, UCNOMBb3YIOT B TEX CMyYanx, Korga npyv HanonHeHU HEOBXOAMMO XpaHUTb PACTBOP B TEYEHWE ONPEAENEHHOro nepuo-

21

GostExpert.ru
https://GostExpert.ru/gost/gost-13408-2-2025



https://gostexpert.ru?utm_source=pdf&utm_medium=70197
https://gostexpert.ru/gost/gost-13408-2-2025?utm_source=pdf&utm_medium=70197&utm_term=page

FOCT P NCO 13408-2—2025

Aa BpemeHWn. CTepunbHOCTL XpaHSALLErocs NPOMeXyTOHHOMo NPOAYKTa M KOHeYHoro dunsTpaTa 3aBUCUT OT UeNoCTHOCTH
oboux huneTpoB.

2 HeoBxoQuMo MCMbITAHUE HA LENOCTHOCTL (rnsTpa.

1—HepaccacosaHHas huneTpyemas cpeaa (HecTepunbHas); 2— CTePUNU3YIoLWUiA unsTp; 3— eMKOCTb ANS XpaHeHUA MPOMEKYTOHHOro
CTEpPUNBHOrO NpoAykTa; 4 — CTepunbHbl dunsTpaT

PucyHok A.7 — lMNpouecc, BKNOYaLLMiA NocrneqoBaTenbHy0 (hUnsTpaLmio U XpaHEHWE NMPOMEKYTOYHOMO CTEPUNBHOTO
npogykTa

g) Mpouecc, B KOTOPOM WMCMOSb3YIOT NapannensHo COeaMHEHHbIE CTEPUIU3YIOLWME (UNETPLI, B pe3ynsraTte 4ero
TEXHONOMMYECKNIA NOTOK pas3genaeTca U paBHOMEPHO OUNBTPYETCA Yepes HECKONbKO ounbTpoB (CM. pucyHok A.8). [aH-
Hyl0 cucTemy ounbTpauuK, Kak NpaBuo, UCMoNb3yT ANs YBENMYeHUs NpoM3BOAUTENBHOCTM UM CKOPOCTU (huneTpye-
MOrO NMoToKka — BCe (hUMNETPbI JOMKHBI COXPaHSTh LENOCTHOCTh.

28
D
1 2
3
28.

2 HeoBX0AMMO MCMbITAHME Ha LENMOCTHOCTL mUnbTpa.
1 — HepacdacoBaHHas hunesTpyemas cpefa (HectepuneHasn); 2 — cTepunuayowmin unsTp; 3 — cTepunbHbIA hunsTpaTt

PucyHok A.8 — lMpouecc, BKIYalLWWiA UCNonb30BaHue napannensHo CoOeauHeHHBIX CTEPUMA3YIOLLMX (OUMBTPOB

Mpumepbl YacTo BCTpeYaeMblX CUCTEM bUNbTpaUun NpMBeaeHbl Ha pucyHkax A9 n A.10.

3 3
1 3

1 — HecTepunbHLIA pacTBoOp; 2 — UNLTP, CHIKAOLLMIA BUOHArpy3Ky, C HOMUHAaNLHLIM pasmepom nop 0,45 mkm; 3 — HepacdacoBaHHbIA

pacTBOp C onpeaeneHHbIM ypoBHEM DuoHarpysku; 4 — Todka otbopa npob Ansa KoHTponsa 6uoHarpy3ku; 5 — cTepunuayoWwmnin unstp ¢
HOMWHaneHbLIM pasmepom nop 0,22 mkm; 6 — CTepUnbHbI PacTBop; 7 — K NUHUA HAaNONMHEeHWA

PucyHok A.9 — ®dunbTpaumna HecTepunbHoW OUnNsTPYEMON cpedbl C UCMNONb30BaHeM UNETPaA, CHYDKAKOLLEro
BroHarpyaky, BcromoratenbHOW eMKOCTW A5 XpaHeHUs pacTBopa C onpegeneHHbIM YpoBHEM BUOHarpy3skM, TOHKK
oTbopa npob Ana KoHTponsa 6uoHarpy3ki U cTepunuayoLlero dpunsrpa
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5

-

1 — HecTepunbHbIA pacTeop; 2 — To4ka oTbopa Npob AnA KOHTPONs BuoHarpy3ku; 3 — CTepUnU3yrolMiA OUNBTP € HOMWUHANBHBIM
pazmepom nop 0,22 MKM; 4 — CTepUnbHbli pacTBop; 5 — K NMUHWKM HANONMHEHUS

PucyHnok A.10 — KoHdmrypaums ¢ ucnonb3oBaHWEM HECKOMbKUX NOCneaoBaTeNnbHO COEAUHEHHBIX (PMNETPOB
ONS KOHTpona 6MoHarpy3km n MexaHu4eckux YacTuL, Ui QOMOMHUTENBHOW (MOBTOPHOWM) CTEpUNU3yoLLE dounsTpaumnm

A.6.2.3 PekomeHOauun OTCYTCTBYHOT.

A.6.2.4 PexomeHOauun OTCYTCTBYIOT.

A.6.2.5 PekomeHOaUUU OTCYTCTBYIOT.

A.6.2.6 PexomeHOauun OTCYTCTBYHOT.

A.6.3 TpeGoBaHMA K Npoueccy CTepUnuiyrwen hunsTpaunm

PekomeHOauum oTCYTCTBYHOT.

A.6.4 TpeboBaHuA K ob6opyaoBaHUIO

A.6.4.1 PexomeHOauum oTCYTCTBYIOT.

A.6.4.2 PekomeHOauum oTCYTCTBYIOT.

A.6.4.3 PexomeHOauum oTCyTCTBYIOT.

A.6.4.4 PexomeHOaunu OTCYTCTBYIOT.

A.6.4.5 PekomeHgauun npueeneHsl ansa 6.4.5 b).

B cucteme cunsTpauuy ¢ nocnefoBatenbHeIMY CTEPUMUIYIOLUMK (hUnbTpamMuy YpesBbldaviHo BaxkHo obecneuun-
BaTb CTEPUMBLHOCTL AN BCEX ONepauuii Mexay CTEepUnU3yLUMKY DUnsTpamn, BKMKOYAS UCMbITAHUE HA LEMNOCTHOCTL
duneTpa Nnepen Mcnonb3oBaHveM (ecnv OHa NPOBOAUTCH NOCME CTEPMNM3ALIMKW) U Cam Npouecc unsTpauuu.

A.6.4.6 PexomeHOauun OTCYTCTBYHOT.

A.7 OnpepgeneHue XapaKTepUCTUK (PUNETPYEMOW cpeabl

A.7.1 O6wue xapaKTepuCTUKH

A.7.1.1 PexoMmeHgauWu OTCYTCTBYIOT.

A.7.1.2 BaxHo obecneunBaTb 0QHOPOOHOCTL M BOCMPOW3BOAMMOCTL CEPUIA OMNBTPYEMOI cpefbl, NOABeprarLLeit-
Cs CTEpMNU3aUMKW, B YCTAHOBMNEHHBIX Npeaenax. [JaHHoe ycnoBWe NeXuT B OCHOBE Banuaauuy cTepunuayiowen dunb-
Tpauuu Ans KoHKpeTHoW hunsTpyemort cpeapl. Ha ocHoBaHMM nony4YeHHbIX pesynsTaToB yCTaHaBNMBaloTCa Nogxogawmve
3Ha4YeHMA CKOPOCTW MOTOKa, BPEMEHW NpoLecca CTeEPUNU3aUMm 1 T. 4. Ans TEeKyLero Npon3BoACTBEHHOMO LMKNa.

A.7.1.3 PexomeHOauum OTCYTCTBYIOT.

A.7.1.4 PexomeHOauuu OTCYTCTBYIOT.

A.7.1.5 PexomeHOauuu OTCYTCTBYIOT.

A.7.1.6 PexomeHOauum oTCyTCTBYIOT.

A.7.2 MukpoGuonornyeckasa 4yucroTa

A.7.2.1 CnenyeT npoaHanu3vpoBaTh AaHHbIE O MUKPOBUONOrMYecKon YMCTOTE WCXOOHBIX MatepuanoB U npome-
KYTOYHBIX MPOAYKTOB (€Cnv NpUMeHWMO), a Takke Ansa hunsTpyemon cpefbl, nognexallein ctepunusaynm, 4tobel onpe-
OennTE XapakTePUCTUKK U YPOBEHb MUKPOBUMOMOrMYecKor YUCTOThI, Kak NpaBuno, XxapakTepHble Ans cpegbl nepes ctepu-
nuaytoLlen punsTpaunen. 3ToT aHanu3 JOMKEH BKNIOYaTh cneayloulee:

a) OUEHKY TOre, MMEIOT M MUKPOOPraHuambl, COCTaBnalwme BUoHarpysky UnsTpyeMon cpedbl UMM UCXOOHbIX
marepuanos, bonee mManbin pasMep, Yem TUMOBbIE MUKPOOPraHW3Mbl, UCNoNb3yeMble Ans onpeaeneHuns apgeKTMBHOCTH
CcTepunuayioLero puneTpa 3agepxmBarbs MUKPOOPraHu3mbl;

b) ecnv pasmep MWMKpoOpraHusmMoB, COCTaBMANLWMX BUOHArpysKy, MeHblle, YeM pasMep CTaHgapTHbIX TUMOBbIX
MWKPOOPraHU3MOB, UCMOoMb3yeMblx ANA onpeaeneHus ahgeKTUBHOCTN CTepunuaytowero uneTpa 3agepxmeaTte MUKPO-
OpraHn3Mbl, NMPOBOAAT OLIEHKY pUCKa NPOXOXAEHWS MUKPOOPraHW3MOB, COCTaBNALWMUX BUoHarpysky, Yepes OguH Unu
HECKOMNBKO CTEPUINU3YIOLLMX (OUMETPOB B KOHTPONMPYEMBIX YCMOBWUAX IKCNyaTaumm.

Heobxogymo noatBepanTs 3 EKTUBHOCTE CUCTEMBI KOHTPONA BUoHarpy3Kku.

A.7.2.2 PexomeHgauWu OTCYTCTBYIOT.

A.8 OnpepgeneHue xapakTepucTUK Npouecca
A.8.1 O6wme nonoxeHnA

PekomeHgauun OTCYTCTBYHOT.
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A.8.2 XapakTtepucTukm domnsTpa

A.8.2.1 Obwme nonoxeHus

MpouasoguTenu GUNETPOR, Kak NpaBuno, NyBnuyKyoT peaynsTaThl UCNbITaHWIA, NPOBEAEHHBIX B COOTBETCTBUN C NPU-
MeHUMBIMUK hapMaKonelHbIMi MeTogamin Ang keanudukauun dpunstpa. McneltaHns, obbIMHO NPOBOAUMBIE MPOM3BOAU-
Tenem (OUNLTPOB, MOTYT BKMOYaTh:

a) sagepxvBaHue bakTepuii B Boge Mnw nuTaTenbHOW cpeae (nakTo3Hbld BynbOoH B pacTBOpPE HaTpua xnopuaa) v
KOpPPENALWIO NOMyYeHHbIX pe3ynsTaToB ¢ pe3ynsratamMmn UCMbITaHWA Ha LUeNOCTHOCTL hunstpa;

b) xuMuU4eckyto CTOMKOCTL (huneTpa U ee BIUSHUE Ha LeNoCTHOCTL (UnbLTPa;

C) aKcTparupyemble BELLECTRa;

d) meToabl CTEpUNU3ALIAN U UX BIIUAHWE HA LENMOCTHOCTL hUnsTpa;

€) UCMbITaHWe Ha LIeNnoCTHOCTb (UMLTPa B BOAE WM PACTBOPUTENE;

f) mcnblTaHWe Ha TOKCUYHOCTD;

g) ucnbiTaHWe Ha MexaHW4YecKMe YacTuubl;

h) oTcyTCTBUE BBIOENEHUS BOMOKOH MaTepuana;

i) obwwmin opraHuyeckuin yrnepog (TOC) 1 anekTponpoBOAHOCT.

A.8.2.2 CoBMeCTUMOCTb (ounbTpa U UneTpyeMon cpembl

K dhakTopam pucka, BMMAKOLLMM Ha acenTuyeckyto nnsTpaLumio, OTHOCAT HEOAHOPOAHOCTL (UNETPa, XMMWUYECKOE
BO3JEWCTBME Ha (DUNbLTPyEMYIO cpeny, MexaHnyeckue aedekTbl KOH(Urypaummn, n3bsITOMHOE OaBMNeHNe, HECTEPUITBHOCTL
hnsTpoBansHOro 06opyaoBaHMA 1 Ype3mMepHyo BruoHarpy3sky. PUneTpsl MPOM3BOAAT B PA3NUYHbIX pasmepax, KoHgury-
paumax 1 ¢ pasnuYHbIMN XMMUHYECKUMIW COCTaBaMi MaTepuanos unsTpos.

A.8.2.3 Wcnone3oBaHue unsTpa

A.8.2.3.1 PekomeHgauuu OTCYTCTBYIOT.

A.8.2.3.2 PekomeHgauuun npueedeHsl ansa 8.2.3.2.

MmopocdobHble cTepunuayolwme hunesTpbl, UCNOMNb3YEMbIE ANA CTEPUNU3YIOLLER (OUNETPaLMK ra30B UK B Kade-
CTBE «AblXaTenkbHbIX» (PUMALTPOR, YACTO NPUMEHSAKT MHOTOKPaTHO; CTEPUMMU3YIOT UX MApOM MEXOy CepUaMU NPoaYKUUA
UM NPOU3BOACTBEHHBIMU KOMMaHNAaMM' .

DUnLTPLl AN CTEPUNM3ALMM XUOKOCTERN, Kak NpaBuno, npegHa3HavyeHbl Ans OAHOKPaTHOMO WCMOMb30BaHUS Npu
NpoW3BOACTBE OLHOW CEPWMM UMK ONA OOHOW MPOM3BOACTBEHHON KOMMAaHWM (KOr4a ogWH M TOT e MWUILTP NMPpUMEHSAT
[ONA HECKOMNbKUX CEPMIA HAa OCHOBE OJHOW KOMMAHWW); OOHaKO, HEKOTOPLIE M3 HWMX MOTYT NpefHa3HavaTbcs A MHOro-
KpaTHOro MCMNONb30BaHWA (korga oUnsTp OYULLAKOT M MOBTOPHO CTEPUITM3YIOT MEXOY CEepUAMK NPoayKumKn). PunsTpbl He
crnenyeT UCMONb30BaTh MOBTOPHO ANA XUAKOCTER, OTIMYHBIX MO XMMUYECKOMY COCTaBy, 32 UCKIMIOYEHUEM Cly4aeB, Koraa
npoBeAeHa Banuaaums B OTHOLIEHMW BbiOENEHWs BbIMbIBAEMbIX BellecTB 1 abcopbunv nocne HagneXallen O4UCTKU 1
cTepunuaaumm unstpa.

Ecnu crepunuayowmii (ounsTp UCNONb3yT B 3aKMIOYMUTENLHOM 3Tane CTepunuayllleid ounstpaumun ansg nomy-
YEHWs1 CTEPUIBHOIO XUAKOro hunbTpaTta, Kak npaBunio, He PEKOMEHOYETCS ero NoBTOPHOE Ucnonb3oBaHue. [oBTopHOE
MCNONb30BaHWE CTEPUNU3YIOLLErO (PUMETPa MOXET CHMTAThCA Lienecoobpa3sHeiM B TeX cny4yanx, koraa unstpyemas xua-
KOCTb UMEET HU3KUI YPOBEHb BUOHArpy3Kn 1 Koraa:

a) unLTPYIOT pasHble CEPUM OOHOMO M TOTO XKE XUOKOTo NPoAyKTa, 1

b) obwwit 06bemM uneTpaTa He BNUMAET Ha NPOM3BOANTENBHOCTE hUNbTPa.

MpumevaHme 1-— PerynaTopHbie opraHsl HE 3anNpPEeLLAT NOBTOPHOE MCMONb30BaHUE CTEPUNU3YIOLWMX OUnb-
TPOB ANS XWAKOCTEN, OAHAKO 0BbIMHO HE NOAOEPKUBAIOT TAKylo NPaKTUKY NPy acenTU4eckoM NpOU3BOACTEE BCNEACTBUE
KPUTWYECKOro Xapakrepa npouecca cTepunuaytowen hunstpauunn. [JononHuTensHele CrOXHOCTA, CBA3aHHbIE C NOBTOP-
HbIM MCMOMb30BaHWEM (OUMBTPOB, MOTYT NPUBECTU K HECODMIOAEHWIO HOPMAaTVBHBIX TPEDOBAHWIA U OOMOMHUTENBHBIM pe-
rYyNATOPHBIM AeACTBMUAM B OTHOLUEHUW NPOU3BOAMTENS NPOAYKLMM.

MpumeyvyaHue 2— CTepunuayLlwmii GUNsTp MOXET BblTb MCNONb30BaH AN obecnevyeHus Tpebyemoro ypoBHs
cofep¥aHua MexaHW4ecknx 4acTul, unu BruoHarpyskv nepeq atanom cTepunuayroLein unsrpauuu. MNpy atom dunsTpar,
MONy4YeHHbIA C UCNONB30BaHNEM Takoro (pMneTpa, He CHUTAIOT CTEPUIBHBIM.

CnegyeT NMpuHMMaThL BO BHMMaHWe, YTO eCnu Ha ynakoBke (UMbTpa yKasaHo, Hanpumep, YTOo CTEPUI3YIOWNIA
hunsTp BoidEpPKMBAET 25 UMKMNOB cTepunuaaumv napom npu 121 °C B TedeHme 20 MUH., He criegyeT genaTb O0HO3HaYHbIA
BbIBOA, YTO (PUNETP MOXKET ObiTe MOBTOPHO CTEPWUIIM30BaH WM UCMONL30BaH ANA CTEPUNM3YIOLLER (hunsTpauum XnakocT
0o 25 pas. [laHHoe yTBepKOeHUe MOXKET CoAepKaTb TONbKO MHdopmauuio 06 ycTonumBocTy hunsTpa ¢ TOYKW 3pEHUN ero
3anaca NpPOYHOCTU, CBA3AHHOW C KOMWYECTBOM LIMKNOB CTEPUNU3ALIMK, KOTopble UNETP MoXeT Ge30MacHo BblAEPKATh,
npexae 4em BO3HUKHET npobnema ¢ paspyLueHrMeM nonmmepa. 3ta uHgopmaumsa ob obpaboTke hunbTpa MOXET OKasaTb-
CS1 BaXKHOW AN NPoW3BOaMUTENS acenTU4ecKon NPodyKLUM B OTHOLLEHWW NpoBedeHUs NOBTOPHOW cTepunusaummn ounetpa,
OfHAKO ee He CrnedyeT SKCTpanonMpoBaTh Ha BO3MOXHOCTb MHOTOKPATHOW MOBTOPHOW CTEpMNM3auMy U BO3MOXKHOCTb
MOBTOPHOrO MCMOMNB30BaHWA MUNLTPA.

" Mpouseodcmeo Ha 0cHO8e KOMMaHULU — ebideneHue Mpou3seodcmea 00HOL MPOAYKUUU ¢ HECKOMLKUMU CEepUSIMU C
pasdeneHueM 80 8peMeHU rpu ucrnons308aHuu nnowadku ans ripoussodemea pasHoU npodyKyuU.
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PekomeHpaumn npueegeHsl gnd 8.2.3.2 b).

Mpwv NnpoBeAeHUN BaNMAaLUWOHHLIX U KBanugUKaLMoHHbIX paboT No noaATBEPAEHMIO TOTO, YTO NOBTOPHOE NCMOoNb-
30BaHWE CTEpUnUayloLLEero UnsTpa B npouecce hunsTpauuy onpeaeneHHon KUOKOCTM He YXYALIaeT ero Npou3Boau-
TENLHOCTL MMU Ka4ecTBO unsTpaTa, crneayeT yuYuThiBaTh CNeaylollee, HO He OrpaHUuYMBaTLCA 3TUM:

a) nboe Bo3gercTBME Ha DUNETP, CBA3AHHOE C NPOLECcCamMu, KOTOpble BbIMOMHAET Nonb3oBaTens (unstpa (Ha-
npuMep, MHOTOKpaTHasa unbTpauus, NPoOMbIBKA, OYMCTKA, ONMoNackuBaHWe, CyLUKa M CTEPMN3aLMa) NPy ero NOBTOPHOM
UCMONb30BaHWUK;

b) ycnoBuA xpaHeHWa NOBTOPHO MCMOMb3yeMbix (DUIILTPOB, B TOM YUCIE NOcne HenocpencTBeHHOTO UCMonb30Ba-
HWSA U Nocre CTepunu3auun nepes NoBTOPHLIM UCMONL30BAHMEM;

C) BbIMbIBAHME KOHTAMWHAHTOB WUIM OCTATKOB MOWKLLENO CpeacTBa M3 UCMNONb3oBaHHbIX unstpoe. Cneayer yyn-
TblBaTb BO3MOXHOCTb KOHTaMuHauuMW DakTepuansHbIM 3HAOTOKCMHOM B pesynsrate nuauca bakrepuanbHbIX KIIETOK Mpu
nepeHoce BUOHArpPy3KkWM U3 OOHOW CEpUM B OPYTYHO.

BanupaunoHHble uccnenoBaHmsa aekTUBHOCTY 3a4epXKMBaHUA MUKPOOPTraHW3MOB criedyeT NPOBOAMTL Ha (punb-
Tpax, NpefHazHayYeHHbIX ANS NOBTOPHOMO MCMOMbL30BAHUA W MOABEPraBLUMXCS BO3AENCTBUI0 peanbHbIX NPOU3BOOCTREH-
HbIX YCNOBWIA (BKNOYAA MPOWM3BOACTBEHHLIE YCMNOBWS Hauxyawero cnydas). [aHHele uccrnegoBaHua HeobxoauMel, no-
CKOMbKY MCMbITAHUA HA LENOCTHOCTL (DUNbTpa Nocrne MCnonb30BaHWA Npu OTCYTCTBMW MCCReaoBaHui ahpeKTUBHOCTH
3agepxmBaHng HakTepuin HEOOCTAaTOYHO ANSA ONPeaeneHns Toro, BMUAET IV MHOTOKPATHOE NOBTOPHOE MCMOMNb30BaHUE Ha
3(pPeKTUBHOCTL CTEPUNU3YIOLLEro UnsTPa.

A.8.3 Mpouecc pmneTpauum

PekomeHgauum oTCyTCTBYIOT.

A.8.4 UcnbiTaHue unksTpa Ha LENOCTHOCTL

A.8.4.1 PexoMmeHgauuu OoTCYTCTBYIOT.

A.8.4.2 WMcnbiTaHne Ha LenocTHOCTL huneTpa nepen unstpaynei BO3MOXKHO HE MPOBOAUTL, ECIU:

a) chuneTpaT 0OHO3HAYHO OTOPAaKOBLIBAETCA B CMy4vae OTPULIATENBHOIO pesynbraTa UCTMbITAHUA Ha LEeNoCTHOCTb
dunsTpa nocne NCnonb3oBaHUA, UK

b) peaynkTaThl OLEHKM pUCKa NpoLecca CTepUNU3aLmmn A0MyCKaT NOBTOPHYO UNsTpaUuio.

Ha pucyHkax A.11 n A.12 npuBegeHbl NpUMMEpPbl CXEM, MCNOMNb3YEMbIX NMPWU UCNBITAHNAX HA LEenoCcTHOCTb (ounbTpa
nocre CTepUn3aLnmn nepen Ncnornb3oBaHWeM, NpeaHasHadYeHHble Ana obecnevyeHns CTEPUITBHOCTI CUCTEMBI.

3

1 — NpoaykT; 2 — cMadMBaroLLas/NpoMbIBatOLLANA KUOKOCTL; 3 — Hacoc; 4 — uneTp AnA rasoe ¢ pasamepom nop 0,2 mkm; 5 — npubop
ANs UCNbITaHWsS Ha LenocTHOCTb thunsTpa; 6 — dunsTp ¢ paamepom nop 0,2 MKM Ans cTepunuaauyun npoaykTa; 7 — GuokoHTelHep Ans
CMayvBaloLLEeH/NpOMbIBaOLLEN XXUAKOCTH; 8 — chunbTp AN ra3os ¢ paamepom nop 0,2 MKM; 9 — cTepunbHbIA NPOAYKT

PucyHok A.11 — TNpumep cxeMbl 0bopyaoBaHUs ANg NpoBeeHUs UCNbITaHWUA Ha LLeNoCTHOCTL O4HOro ounesTpa
¢ paamepom nop 0,2 MKkm nepes MCnonb30BaHnem B NpeaBapuTENbHO CTEPUNU30BAHHON CUCTEME ANS OOHOKPAaTHOrO
UCNonbL3oBaHWs
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1 — NpoAay«xT; 2 — CMa4nBaloLLLan/NpOMbIBaOLLAsA KUAKOCTL; 3 — Hacoc; 4 — hunsTp AN\ rasoe ¢ pazmepom nop 0,2 mkm; 5§ — npubop
Ansi UCNbITaHUA Ha UenoCcTHOCTE ounetpa; 6 — cuneTp ¢ pasmepom nop 0,2 MKM 4N cTepunu3aunmn NnpoaykTa; 7 — OMOKOHTEWHEp ANg
CMaYuMBaLen/NnpomblBakoLLEn XUakocTn; 8 — hmnbTp 4Ns razos ¢ pasmepom nop 0,2 MkM; 9 — CTepunbHbIA NPOAYKT

PucyHok A.12 — MNpumep cxembl 060pyaoBaHUS ONA NPOBEASHWUA UCMLITAHWA Ha LENOCTHOCTE Neped UCNons30BaHUEM
[BYX OTAEeNbHbIX (OUNbTPOB ¢ paamepoM nop 0,2 MKM B NpeaBapuTensHO CTEPUINM30BAHHON cUCTEME NS OAHOKPaTHOro
MCMONb30BaHNUA

A.8.4.3 PekomMeHaauUWn OTCYTCTBYIOT.
A.8.4.4 PekomeHaaumm OTCYTCTBYIOT.
A.8.4.5 PekomeHaaumMm OTCYTCTBYIOT.
A.8.4.6 PekoMeHaauWK OTCYTCTBYIOT.

A.9 Banupauusa

A.9.1 O6wme nonoxeHnnA

PekomeHaaLmm oTCyTCTBYIOT.

A.9.2 Banugauus acppeKTUBHOCTH 3aaepKUBaHUA MUKPOOPraHU3MoB, crneuuUuyHbIX ona (UnLTpyeMon
cpeAbl, CTEPUNU3YIOLWWUMK (hUnbTPaMu ANs KUOKOCTEN

A.9.2.1 Obwme nonoxeHus

A.9.2.1.1 PekomeHoauMu OTCYTCTBYHOT.

A.9.2.1.2 B npegplgylLnx M3gaHnaxX HacTOSLLEro cTaHaapTa 4oMNyCcKanock OTKNOHEHUe pe3ynbTaToB UCNbITaHWA Ha
h13UYECKYH LIeNOCTHOCTE OAHOMO U3 UCTbITYeMbIX UNLTPoB He Bonee Yem Ha 10 % OT AnanasoHOB 3HAYEHUI, YCTAHOB-
MNeHHbIX Npou3soguTenem dunetpa. B cBsA3M ¢ ycoBeplueHCTBOBaHMEM MPOW3BOACTBA (hMNETPOB B HAcTosLLee Bpems
OTKINOHEHUWE PEe3yNnLTaToOBR UCMBITAHWA Ha LENOCTHOCTE hunkTpa oT cpegHero 3HadeHua no cneuyudukauum bonee Yem Ha
40 % npakTu4eckn HEBO3MOXHO.

A.9.2.1.3 PekomeHgaumuy OTCYTCTBYHOT.

A.9.2.1.4 PekomeHOoauuu OTCYTCTBYIOT.

A.9.2.1.5 PekomeHOaLMX OTCYTCTBYIOT.

A.9.2.2 TunoBble MUKPOOPraHM3amsel (TECT-LLUTAMMbl MUKPOOPraHU3MOB)

A.9.2.2.1 PekoMmeHOoauuMu OTCYTCTBYHOT.

A.9.2.2.2 PekomeHOoauMu OTCYTCTBYHOT.

A.9.2.2.3 lpwu kyneTUBUpOBaHUW B. diminuta ycnoBua KynsTUBMPOBaHUA MOTYT NMPUBOAMUTL K YMEHbLLEHWIO pa3Mmepa
KNeTOK W, COOTBETCTBEHHO, NMOBLILLIEHUIO CNOCOBHOCTH MUKPOOPraHW3MoB NpoXoanTe Yepes dunetp [8].

[lns BbISBNEHWMA MUKPOOPraHM3MOB Marnoro pasMmepa B NPOM3BOACTBEHHON Ccpede U MCXOAHbIX MaTepuanax 0bblYHO
NpoBOAAT aHanu3 WTaMMOB, BeIAENEHHbLIX B XO4e MOHUTOPUHIa NPOU3BOACTBEHHOW Cpedbl, KOHTPONA MCXO4HLIX MaTepu-
anoe v NpoAykTa nepeq ero dpunstpauuei. Npu HeobxoaumocT pasMmepbl MUKPOOPraHW3MOB LUTAMMOB, BblAENEHHBIX 13
huneTpyeMon cpefkel, CpaBHUBAIOT ¢ B. diminuta.

WMcnone3oBaHue Bogkl U3 CUCTEM BOLONOATOTOBKU, HE CHaBKeHHbIX cucTemMamMu Ae3vHpekyun, MoxeT cnocobeTBo-
BaTb NPWUCYTCTBUIO MUKPOOPraHM3MOB Marnoro pasmepa.

A.9.2.2.4 PekoMmeHaauumn OTCYTCTBYIOT.

A.9.2.2.5 PekomeHOoauMu OTCYTCTBYIOT.

A.9.2.2.6 KynstusmposaHue A. [aidlawii B coeBo-kasenHoBom GynboHe” (TSB™) MoxeT npuBecTy K 3aMeTHOMY yBe-
nu4eHuto npoueHTa BakTepuanbHbIX KNETOK MEHBLUEMO pa3Mepa, O4HaKo 3TH KNeTKU MoryT obnagate MeHbLUel NpoHuKa-
towet cnocoBHOCTLIO MO CPaBHEHWIO C KNeTKamu, BblpalleHHbIMK B Apyrux ycnoeusx. [NutatensHas cpega ¢ gobaskon

" [ns 6onee nodpobHoii uHgbopmavuu cv. @apmakonero EAIC (mom 1).
" TSB om anan. trypticasein soy broth.
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10 % nowaauHoW CbIBOPOTKU MOXET crnocobCTBOBaTL MOMYYeHUO KNeToK ¢ Bonbluel MpoHUKaKLWen cnocoBHOCTB0
(koTopble He obasatensHo BygyT UMeTs Maneli pasMep) [9].

A.9.2.2.7 PekoMmeHOaUMW OTCYTCTBYIOT.

A.9.2.2.8 PekoMmeHOaUMV OTCYTCTBYIOT.

A.9.2.2.9 PekomeHgaumn OTCYTCTBYIOT.

A.9.2.2.10 PekoMeHaaunM OTCYTCTBYIOT.

A.9.3 Banupauua MeTOOUKW UCMbITaHUA Ha LLeNOCTHOCTL CTePUNUYIOWUX (DUNLTPOR ANA XUOKOCTEN

PekomeHgaumm OTCYTCTBYHOT.

A.9.4 Banuagauua npouecca B3aumogencTeusa punsTpa ¢ punsTpyemMon cpegomn

PekomeHgauum oTCyTCTBYIOT.

A.9.5 Banmpauua npouecca ctepunmsauum cucteMbl ounbTpaumm

A.9.5.1 MNpwn paccMoOTpeHUM MpoLecca CTepunu3auui cTepunuayiowero gunstpa cregyeT yyYuTbiBaTk BO3MOX-
HOCTb TOrO, YTO AaHHbIA NPOLIECC MOXET MpUBECTM K MOBPEXOeHWI0 hunsTpa UK cucTemsl counstpaumn. Hanpumep,
cTepunM3auns napoM Ha MecTe MOXKET ObITb UCNONbL30BaHa ANSA YCTPaHEHWUSA UMK YMEHbLLLEHUS KONMMYECTBA aCENTUYECKUX
COEOUHEHWIA; OOHAKO, NPWU 3TOM MOXET BO3HUKHYTL PUCK NMOBPEXOeHUs MembpaHbl hunbTpa BCreaCTBUE NPOXOXOEHWS
W3MEHALLErOCHA NOTOKa napa 4Yepes (UnsTp Npu NoBbILLEHHOW TemnepaTtype. CHWXEeHNe pucka u3n4ecKoro noBpex-
AeHua membpanbl hunbTpa MoKeT BbiTb OOCTUIHYTO B PE3ynbTaTe NPUMEHEHWS CTaTUYECKMX MPOLECCOB, TakUX Kak pa-
OWALMOHHAsA CTepUnM3auns UNu CTepunu3aums BNaxHbLIM TEMSIOM B MapOBOM CTEPWUNM3aToOpe; OOHAKO WMCMOSMb30BaHWe
NepPEeYUCEHHbIX NOAXOA0B MOXET NoTpeboBaTh NCNONL30BaHWA DONbLUIETO KOMMYECTBA acenTUHECKUX COeOMHEHWIA.

A.9.5.2 PekomeHgauuu oTCYTCTBYIOT.

A.9.6 Banupauuna acpdekTUBHOCTU 3a4epXKUBAHUA MUKPOOPraHM3MoRB, cneyuuyiHbIX aAns punsTpyemMon
cpeabl, CTEPUNU3YIOLWUMKU chUNETPamMu And ra3oB

A.9.6.1 OBwmne nonoxeHusa

@unbTpbl ANA ra30B, UCMOMb3YEMbIE B KAYECTBE «AblXaTernbHbIX», MPUMEHAIOT B aCENTUYECKOM MPOW3BOACTBE, B
TOM YuCne ONSA peakToOpoR, aBTOKNABOB W NMOUNN3ATOPOB, a30THOM NOAYLLKK, 3aLLMLLA0LWEN YYBCTBUTENBHYH K KUCMO-
ponoy npoaykuuo, u obopyaoBaHus NpoayBKkU-hacoBKU-repMeTmaaLin.

A.9.6.2 3apepxunBaHne asapo3ona MUKPOOPraHM3MoB

[ns oueHkn 3agepmBalolLen cnocoBHOCTM (PUNETPOB ANS rasoB MOryT BbiTb NPOBEAEHBI UCMIBITAHWA C MCNOMb-
30BaHWEM TUMOBbLIX MUKPOOPraHU3MOB B JXWAKOW UMW a3po30MbHON B3BECH. VICNonb3oBaHWe TUNOBLIX MUKPOOPraHW3MOoB
B XKMJKOW B3BECK ABMAETCA HAUXYQLWMUM Cry4yaem, NOCKonbKy 3(eKTUBHOCTL 3aAepKnBaHUA (OUNETPOB A4 ra30B Npu
UNETPaLMKY XKUOKOCTU HAMHOIO HIKE, Yem npu dunsTpauun razos. C apyroi cTopoHbl, 3hdekTUBHOCTE 3a4epKUBAHNSA
MUKpPOOPraHWamoB B rase Oynet Gonee BbICOKOW, NO3TOMY WCMOMNb30BaHUE TUMOBLIX MUKPOOPraHU3MOB B a3p030MbHON
B3BECM SABMAETCA MEHEE CTPOTMM MO CPABHEHMIO C XKUOKUMW B3BECAMM, HECMOTPSA Ha TO, YTO UMUTUPYET Npegnonaraemsie
YCINOBUSA UCNOMb30BaHUS.

A.9.6.3 Banugauns MeTOOMKN UCTILITAHWA Ha OU3UYECKYH0 LEeNOCTHOCTb chunbTpa

PekomeHOauuu oTCYTCTRYIOT.

A.9.6.4 CoBMeCTUMOCTb M CPOK 3KCNyaTauum

PekomeHgaumv oTCyTCTBYIOT.

A.9.6.5 Banupauns npouecca cTepunnaaunm cucteMbl (UNsTpaummy 4N rasos

PekomeHgauum oTCYTCTBYHOT.

A.10 TeKyWw M MOHUTOPUHT N KOHTPOIb
PekomeHaaumMu oTCYTCTBYHOT.

A.11 Bbinyck B o6paljeHne npoayKuuun, npoweglier cTepunu3yowyo unsTpaymio
PexkomeHgaumm oTCyTCTBYIOT.

A.12 MNMoppepxaHue acpchpeKTUBHOCTU Npouecca

A.12.1 OGwKMe nonoxeHud

PekomeHgauum oTCyTCTBYHOT.

A.12.2 MoeTopHaa KanubpoBKa

PekomeHgauuy oTCYTCTRYIOT.

A.12.3 TexHuuyeckoe obcnyxuBaHue o6opynoBaHun

PexomeHgauuv oTCyTCTBYIOT.

A.12.4 MoeTopHaa kBanuduKauma (Banugauun)

PekomeHgauum oTCYTCTBYHOT.

A.12.5 OueHka U3MeHeHUA

Ecnu nameHsioT onnstpyemMyto cpegy (Hanpumep, U3MeHeHWe UCXOOHbIX MaTepuanos, XMMUYECKOro COCTaBa, KOH-
LUEHTpaLMK, BA3KOCTW, MUBMEHEHWNE YCIOBUIA MpOLIecca CTEPUNU3aLnn), To HEOBXOAMMO OLEHUTL, MOTYT TN 3TU U3MEHEHWS
0KasaTb HEraTUBHOE BNUSHUE HAa 3hDEKTUBHOCTE CTEPUINN3YIOLLETO PUMLTPA UMW HAPYLINTL BanMaHOCTL MCMNOML3YEMOro
npouecca CTepunuayrLLein unstpaumu.
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Mpunoxenue OA
(cnpaBo4Hoe)

CBefgeHUsl 0 COOTBETCTBUM CChINMOYHLIX MeXayHapoaHbIX CTaHOApPTOB HALUWOHaNbHLIM
WU MeXrocynapctBeHHbIM CTaHOgapTam

Tabnuuya JA1

O60o3Ha4YeHne CChINOYHOro CreneHb ObosHa4eHne 1 HaMMeHOBaHWe COOTBETCTRYIOLLErO HaLUOHaNLHoro,

MeXOyHapoaHOro cTaHaaprta COOTBETCTBUA MEXrocyaapCcTEEHHOrO cTaHfgapTta

ISO 11135 IDT [OCT ISO 11135—2017 «CTepunmaaumns MEQULWMHCKON NPOayKLWUK. ITH-
neHokcua. TpeboeaHua k paspaboTke, Banuaauun 1 TEKYLLEMY yrnpagne-
HWUIKO MPOLECCOM CTEPUNU3aUnN MeOULUMHCKUX M3genuiny

ISO 11137-1 IDT MOCT ISO 11137-1—2011 «Ctepunusaums MeOULMHCKOW NPOOYyKLMK.
PapguaumoHHas ctepunuaaums. Yacts 1. TpeboraHusa K pazpaboTke, Ba-
nMaauvmn U TEKYLLIEMY KOHTPOMO NpoLecca CTEPUNU3auUnMmn MeOULUHCKIUX
nagenuny»

1ISO 11139 — *

ISO 13408-1:2008 — *

ISO 13408-5 IDT [OCT P NCO 13408-5—2011 «AcenTudeckoe NpOM3BOACTBO MEAWLMH-
CKOW npoaykumu. YacTtb 5. CTepununsaums Ha MecTe»

ISO 13485 IDT [OCT ISO 13485—2017 «W3penus meauuuHckue. CUCTEMBI Me-
HemKMEHTa KayecTBa. TpeboBaHWa ANng Leneil perynmupoBaHusa»

ISO 17665-1 IDT MOCT P NCO 17665-1—2016 «Crepunuiaumsa MeOWUMHCKOW NpOoayK-

umun. BnaxHoe tenno. YacTte 1. TpeboBaHus k paspaboTke, Banuaauum
TEKYLLEMY KOHTPOIMO MpoLecca CTeEpUnU3aumy MeOULMHCKX U3AEnnii»

BETCTBUA CTaHOAPTOB!:

- IDT — ngeHTUYHbIe cTaHdapThI.

* CoOTBETCTBYOLWMIA HALMOHaNBHbIA/MEXrocyaapCTBeHHbIN CTaHAapT OTCYTCTBYET. [lo ero NnpuHATUA peKxoMeHay-
eTcs UCMONb30BaThk NEPeBOL Ha PYCCKWIA S3blK JaHHOMO MexayHapo4Horo cTaHgapTa.

I pnmevyaHune — B HacTosAwen Tabnvue Mcnonb3oeaHo cnegylollee ycnoBHoe o003HaYeHne CTeneHu cooT-
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Kniouesble croBa: acenTU4eckoe NpPOoM3BOACTBO, MeaWUMHCKas Npoaykums, cTepunuayllan dunstpaums,
CTEPUNU3YIOLLMIA UNETP, Banvgaumsa
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