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MpeaucnoBue

Llenn u npuHuunel ctaHaaprtusauum B Poccunckon Peaepauumn ycraHoBneHsl degepanbHbiM 3aKOHOM
ot 27 pekabps 2002 r. Ne 184-$3 «O TeXHUYECKOM PErynUpPoBaHUMy, a Npasuna NpUMEHEeHNA HaLUMOHaNbHbIX
ctaHgaproB Poccuiickoit degepauum — NOCT P 1.0—2004 «CtaHgaptusauus B Poccuiickon degepauun.
OCHOBHbIE MOMOXEHUSI»

CeegeHus o craHgapre

1 NOArOTOBJIEH O6LecTBOM C OrpaHUYEHHOI OTBETCTBEHHOCTLIO «PapmcTepy» (OO0 «dapMmcTepy»)
Ha 0CHOBE COOCTBEHHOIO ayTeHTUYHOTO NEPEeBOAA Ha PYCCKUIA A3bIK MEXAYHAPOAHOr0o CTaHAapTa, yka3saHHoro
B MyHKTE 4

2 BHECEH TexHuuyeckum komuteToM no cranaaptusauum TK 383 «Crepunusauma meamumHCKOW Npo-
AYKLUUU»

3 YTBEPXOEH 1 BBEJEH B IENCTBUE Mpukazom deaepanbHOro areHTCTBa N0 TEXHUYECKOMY pe-
rynupoBaHuio u metponorun ot 12 uions 2012 r. Ne 179-ct

4 Hacrtosawmin cTaHaapT MAEHTUYMEH MexayHapoaHoMy craHaapty MCO 14937:2009 «Crepunusa-
UMa MeaMUMHCKMX npoaykToB. Obwme TpeboBaHUsa K ONPeAEeneHnio XapakTepucTuk CTEPUNU3YIOLLEro cpea-
CTBa M K paspaboTke, Banuauum u TEKyLIEMY KOHTPOMIO Npouecca CTEpUnM3auum MeaULMHCKUX U3aenuiy
(ISO 14937:2009 «Sterilization of health care products — General requirements for characterization of a
sterilizing agent and the development, validation and routine control of a sterilization process for medical
devices»).

[MNpu NpMMEeHEeHU HACTOALLEro craHaapTa PeKOMEHAYETCH UCMOSb30BaTb BMECTO CCbINIOYHbIX MEXAYyHa-
POAHbIX CTaHOAPTOB COOTBETCTBYIOLLME UM HaLUMOHanNbHbIE cTaHaapTel Poccuiickon deaepaumm, ceeeHus o
KOTOPbIX NPUBEAEHbI B AONONTHUTEINBHOM NpunoxeHuu OA

5 BBEJEH BINEPBbIE

Unpopmayust 06 usmMeHeHUaxX K HacmosuieMmy cmaHdapmy nybnukyemcs 8 exe200H0 u30aeaeMoM UH-
¢hopmayuoHHOM yKasamerne «HauyuoHanbHble cmaH0apmbly, @ mexKcm u3MeHeHull U ronpasok — 6 exxeme-
CSIYHO u30asaembixX UHOPMAYUOHHbIX yKazamensx «HayuoHanbHbie cmaHdapmbi». B criyyae nepecmompa
(3ameHnbl) unu ommeHb! Hacmosaweeao cmaxHdapma coomeemcemayiouiee yeedomneHue bydem onybnukoeaHo
8 eKeMeCsIYHO u3dasaeMoM UHHOPMaUUOHHOM yKasamerne «HayuoHanbHbie cmaHdapmbi». Coomeemcmey-
rowas uHghopmayus, yeedoMneHue U mexkcme! pasmewyalomces maicke 8 UHghoOpMayuoHHOU cucmeme obuwiezo
nonb308aHus — Ha oguyuansHoM calime ®edepanbHo20 azeHmemea 1o MEXHUYECKOMY pezynuposaHuio u
memporiozuu e cemu ViHmepHem

© CrangaptuHeopm, 2013

Hacrosimii craHgapT He MOXET ObiTb NOMHOCTLIO UITK YACTUYHO BOCNPOUSBEAEH, TUPAKUPOBAH U pac-
NPOCTPaHEH B KayecTse ohuLumManbLHoro nsganus 6es paspeluenns denepanbHOro areHTCTBa N0 TEXHUYECKO-
My PerynmpoBaHuIO 1 METPOSOTnK
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BBeaeHue

CTepunbHOe MeaULIMHCKOE U3genue — takoe MEAULMHCKOE u3fenume, KOTOpoe He COAEPXKMUT XKUSHECTO-
COGHBIX MUKPOOPraHn3amoB. MexayHapoaHble CTaHaapTel, yCTaHaBnueaioLwme TpeboBaHus K Banujaumm u k
TEKyLLEeMY KOHTPOMIO NPOLECCOB CTEpUnM3auum, yCTaHaBUBAIOT, YTO Korga HeobxoauMa nocraBka CTepusb-
HbIX MEAULIMHCKUX U3JEnuii, cryyaiHas MUKpobuonornyeckas KOHTaMMHaUMs A0 npouecca CTepunusauum
JomkHa 6bITb CBegeHa K MUHUMYMY. TeM He MeHee, MeAULMHCKUE U3LENnUs, NPOM3BEAEHHbIE NPU CTaHAapT-
HbIX YCMOBUSAX NMPOU3BOACTBA B COOTBETCTBUM C TPEOOBAHMSAMU CUCTEMBI MEHEXKMEHTA KayecTBa (CM., Ha-
npumep MCO 13485), moryT fo crepunusaumm cogepxarb HebOormnbLLOE KONMYECTBO MUKPOOPraHM3MOoB. Takue
MEeAULIMHCKME U3AEenus He ABMAITCA CTEPUNbHbIMU. Llenbio crepunusaumm ABRSAETCS YHUUTOXEHUE MUKPO-
OMONOrMYeckoro 3arpsa3HeHus u, Takum obpasom, NpeodpasoBaHUe HECTEPUIBHBIX MEAULIMHCKUX U3AENui B
CTepUribHbIE.

KuHeTuka oTMUMpaHus YncTon KynsTypbl MMKPOOPraHM3mMoB (hM3nyeckumMmn u/unu XuMm4yeckumm MeToaa-
MU, KOTOPbIE UCNOMb3YKTCA NPKU CTEPUNU3aLUU MEQULMHCKUX U3Aenun, B oOLLEM Nyylle BCEro MOXET ObiTb
onucaHa 3KCMOHEHLMAnbHON 3aBUCUMOCTLIO MEXAY YUCIOM BbDKUBLUMX MUKPOOPraHM3MOB U CTENEHbIO 00-
paboTku CTEPUNU3YIOLLIMM areHTOM; 00s13aTenbHOM 0COBEHHOCTLIO JaHHOTO METOAA ABMSIETCA TO, YTO BCeraa
UMEETCH BEPOATHOCTb BbRKMBAHWSA MUKPOOPTaHU3MOB HE3aBMCUMO OT CTENeHU NpoBeAeHHoW 06paboTku. [ns
JaHHOM 06paboTKM BEPOSTHOCTb BbXKMBAHUS ONpeaensieTcsl KONMYECTBOM U YCTOMYMBOCTBIO MUKPOOPraHu3-
MOB M YCMOBUSIMU UX CYLLECTBOBaHWA BO Bpemsi 06paboTku. CnegoBarenbHo, CTEPUNBHOCTL NM0BOro Meau-
LIMHCKOTO U3AEenns B COBOKYMHOCTU U3AENUIA, NOABEPTHYTbIX CTEPUNU3ALUM, HE MOXET ObITh rapaHTMPOBAHa,
U CTEepUnbHOCTL paga 0b6paboTaHHbIX U3AENUA BbIPAXAETCH B TEPMUHAX BEPOSTHOCTU TOTO, YTO XXM3HECHO-
COGHbIE MUKPOOPraHU3Mbl MPUCYTCTBYIOT HA MEAWULMHCKOM U3LETUN.

HacToawun cranpgapT onuceiBaer TpeboBaHusa k 06ecneyeHuIo npouecca crepunusauuu, npeaHasHa-
YEHHOro AN CTepUnu3auuu MeAULMHCKUX U3AENUiA, KOTOPbIM MPUCYLLE MUKPOBUONOrMieckoe 3arpsisBHeHue.
MOMMMO 3TOrO, COOTBETCTBME TpeboBaHuAM 06ecnevnBaEeT, YTO UX AKTUBHOCTb SIBNSIETCA AOCTOBEPHOW U
BOCMPOW3BOAUMON, Tak YTO C AOCTATOMHOW AOCTOBEPHOCTbIO MOXET ObITb NPEACKA3aHO, YTO NPOAYKT No-
cne CTEpPUnM3aummn UMEET HU3KUIN YPOBEHb BEPOSITHOCTU NPUCYTCTBUS U3HECTOCOOHBIX MUKPOOPTraHU3MOB.
OnpeaeneHune AaHHOW BEPOATHOCTU SIBASAETCA 3a4ayeilt YNONHOMOYEHHbIX OPraHOB U MOXET OTNUYaTLCA Ha
TEPPUTOPUAX pasHbIX CTpaH (M., Hanpumep, EH 556-1 n ANSI/AAMI ST67).

O6wue TpebGoBaHWA K CUCTEMAM MEHEKMEHTa KayecTBa NO MPOEKTUpOBAHMIO, pa3paboTke, Npous-
BOACTBY, BBEAEHUIO U 0BcnyxuBaHuio npuBeaeHbl B UCO 9001, a cneumanbHble TpeGoBaHUA Kk cuctemam
MEHeKMEHTA KadecTBa MeauumMHckon npoaykuum — B MCO 13485. Ctangaprbl CUCTEM MEHEQKMEHTAa Ka-
yecTBa npeanonaratoT, YTO AN HEKOTOPbIX MPOLIECCOB, UCMONb3yEeMbIX B MPOU3BOACTBE, 3(PEKTUBHOCTL
npowecca He MOXET BbITb NONMHOCTLIO NPOBEPEHa NocrneaylowmuM OCMOTPOM U UCNbITaHWeM usaenusi. Cte-
punu3auma — npumMep Takoro npouecca. o 3Toi npuyMHe NPoLEeCcChl CTEPUNU3aLuMm BanuaupyroTca Ans uc-
nonbL30BaHMS, BbINOMHEHWE NPOLECCa CTEPUNU3ALIMM KOHTPONUPYETCS B TEKYLLEM NOpsAAKe, a 060pyaoBaHue
NoANEeXUT perynsapHomMy o6CnyxuBaHuio.

MpaBunbHO BanWAUPOBAHHBIN W TLLATENBHO KOHTPONUPYEMbIM MPOLIECC CTEPUNU3aLUU He SIBMSIETCA
€IMHCTBEHHbIM (pakTOpOM, 06ecneynBaloLLMM HAAEXHYIO rapaHTUIO CTEPUIIBHOCTM NPOAYKLUK U, B JAHHOM
cnyyae, ee COOTBETCTBME MNpeanonaraeMomMy UCNonb30BaHuI0. Micxoasa us aToro cneayet yaenutb BHUMaHuUe
HECKONbKUM NpUHUMNAaM, BKIOYAOLLUM:

a) MUKpOBKMONOrnYeCcKUit CTaTyc NCnonb3yeMbiX UCXOAHBIX MaTeprarnoB U/Mnm KOMNOHEHTOB;

b) Banuaauuio U TEKYLLMI KOHTPOIb NPOLIECCOB OYUCTKU U AE€3UH(EKLUUN N3aenui;

C) KOHTPOMb NPOU3BOACTBEHHLIX YCIOBUI (OKPY>KaloOLEn cpefbl), B KOTOPbIX NPOAYKT NpOU3BOAAT, CO-
OupatoT U ynakoBbIBAIOT;

d) KOHTPONb 06OPYAOBaAHUSA U TEXHONOIMYECKOIO NpoLecca;

€) KOHTPONb NepcoHana u ooLel rMrmeHsl;

f) cnoco6 ynakoBKW U MaTepuarbl, UCNOMb3yEMbIE ANS YNAKOBKW NMPOAYKTA;

g) YCNOBUSA, MPU KOTOPbIX XPaAHAT MPOAYKT.

Tunbl KOHTaMUHALUWU MEANLUHCKUX N34ENUIA, MOABEPraloLMXCs CTepUnmM3aumm, MoryT ObITb pasHbiMK, a
3T0 BMUSIET Ha 3pPeKTMBHOCTL NpoLecca crepunusauyun. MeauumHckue usaenus, UCNosnb3yLLUECs B yUPeX-
JEeHUsAX 34paBOOXPaHEeHNUs U HanpaenseMble Ha MOBTOPHYIO CTEPUNU3ALUIO0 B COOTBETCTBUM C MHCTPYKUMAMU
npoussoautens (cm. MICO 17664), 4omkHbI paccMaTpuBaThCs kak 0cobblin cryyaii. B Takmx nsgenusax senvka

v
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BEPOATHOCTb HanMuus 60NbLIOTO YMCna 3arpsA3HAIOWUX MUKPOOPraHU3MOB U OCTATOYHbIX HEOPraHU4YeCKUxX
W/Mnn opraHMYECcKnX 3arpsa3HEHNiA, HECMOTPS Ha MCNONb30BaHWE NPOLIECCOB OYUCTKU. CreaoBaTenbHO, BaX-
HO yAenAaTb 0c000e BHUMAHUE Banuaauum u KOHTPOSIO NPOLIECCOB OYUCTKU U A€3UHMEKLUMU, UCMONb3YEMbIX
npu NOBTOPHOW CTEpUnM3aLmn.

TpeboBaHua ABNAIOTCS 00A3aTeNbHON YaCTbIO HACTOSILLEro CTaHAapTa, ANnsl KOTOPbIX TpebyeTcst cooT-
BETCTBME. PykOBOACTBO, NPEACTaBMNEHHOE B NPUnoxeHun E, He siBnsietcsl 06s3arenbHbIM U HE [OIDKHO Crly-
XMUTb B KQ4eCTBE KOHTPOSIbHOTO Cnucka Ans ayauTopoB. PyKOBOACTBO COAEKUT OObLSCHEHUS U onucaHue
METOA0B, KOTOPbIE PACCMAaTPMBAIOTCA Kak NPUMEHUMbIE METOAMKM COOTBETCTBUA TpebosaHusaM. MoryT npu-
MEHATLCA METO/bI, OTNIMYHBIE OT NPEACTABIEHHbIX B PYKOBOACTBE, €CNKN OHU 3(pDEKTUBHBI ANS JOCTUXEHUS
COOTBETCTBUSA TPEOOBAHUAIM MEXAYHAPOAHOIO CTaHaapra.

Paspabotka, Banuaaums n TeKyLLMIn KOHTPOSb NpoLecca CTepUnU3aLum BKMoYaloT B ce6s paa otaens-
HbIX, HO B3aMMOCBSI3aHHbIX AEWCTBUIA; HANpUMep, KanubpoBka, TexHUYeckoe obCcnyxuBaHue, onpeaerneHue
npoaykTa, onpeaeneHne npouecca, arrectauys MOHTaxa, arTectauus akCnnyaTauum U atrecrauus yCTaHoB-
neHHoro obopyaosaHus. Hecmotpsa Ha TO, UTO agelncTBuA, Tpebyemble CTaHaAapToM, Obinu COBMECTHO Crpyn-
NMPOBaHbl U NPEACTaBnNEHbl B ONPEAENEHHOM Nopaake, CTaHAapT He TpebyeT, YToObl AENCTBUA BbINONHA-
NIMCb UMEHHO B TOM NOPSAAKE, B KOTOPOM OHM NpeacTasneHsl. Tpebyemble AENCTBUA He 06a3aTeNbHO AOMKHBI
BbINOSHATLCA NOCNEAOBATENbHO, TaK KaK anroputM paspabotku u sanuaaumn MoXeT ObiTb UTEPaLMOHHbLIM.
OTBETCTBEHHOCTb 3a BbINOSIHEHUE AEWUCTBUIA, TPEOyeMbIX HACTOSILLMM CTaHAAPTOM, MOXET pasnu4aTbCs OT
cnyvas k cny4qaio. Hactoawmii ctanaapr Tpebyet, uToObl OTBETCTBEHHOCTb HA Pa3nu4HbIX y4acTkax Gbina
onpeaeneHa (cM. 4.2), HO He OroBapuBaEeT KOHKPETHOIO pacnpeaeneHns OTBETCTBEHHOCTU. MpunoxeHue E
obecneynBaer ynpasneHue pacnpeaeneHmem OTBETCTBEHHOCTH.

Hacrosiwui ctaHgapt umeet Tpu 06nactu NPUMEHEHUs:

- ANA U3rotToBUTENEN MEAMLUMHCKOW NPOoAYKLUMK B 06nacTu 34paBOOXPaHEHUSA, XKENAIOLLMX NOABEPrHYTb
CBOI NPOAYKLMIO NpoLeccy CTepunusauum, aAns KOToporo He CyLLecTBYeT cneuuduyeckoro MexxayHapoaHoro
cTaHgapra;

- ANSA M3rotoBuTENEi U NoNb3oBaTenemn CTepunu3aLmMoHHbIX NPOLIECCOB B YUPEXAeHUAX 3apaBooXpaHe-
HUA, ANS KOTOPbIX HE CYLLUECTBYET cneLmnduyeckoro MexayHapoaHoro ctaHaapra;

- KaK OCHOBa NoAroTOBKM UMM U3MEHEHUSA CTAHAAPTOB, OTHOCALMXCA K cneuuduyeckum cTtepunusauu-
OHHbIM MpoLEeccam.
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HAUVWOHANBbHBIN CTAHOAPT POCCUNCKON GEREPALUMN

CTEPVNU3ALIMS MEOULIMHCKOW NMPOAYKLIMK

O6wme TpeGoOBaHUA K ONpeaerieHUIO XapaKTePUCTUK CTEPUIM3YIOLIETO areHTa u K paspaboTke,
Banuaaumm 1 TeKyLemy KOHTPOSII0 NpoLlecca cTepunusaumm MeaMUUHCKUX U3aenuii

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

DNara BBepeHna — 2013—06—01

1 O6nacTb NpUMeHeHusA

1.1 BknrouyeHus

1.1.1 Hacrosiuit ctaHgapT yctaHasnueaeT obume TpeboBaHNUs K NOCTPOEHUIO, BanuaaLmm u TexyLe-
MYy KOHTPOJIO npoLiecca CTepunm3auum MeaULIMHCKUX N3AENUiA.

MpumMedaHune — HecMOTpsA Ha To, YTO 06nacTs AeiCTBIUSA HACTOSLLEro CTaHAapTa orpaHuieHa MeULMHCKAMM
N30EennUsiMK1, onucaHHble B HeM TpeGoBaHWUS MOryT GbiTb NPUMEHUMBI K CTEPUMM3ALMOHHBIM NpoLieccaM AN UHBLIX Npo-
AYKTOB 3[paBOOXPAHEHMS.

1.1.2 Hacroswmuin ctTaHaapT NpMMEHUM K CTEPUITM3aLMOHHOMY NPOLECCY, B KOTOPOM MUKPOOPTaHW3Mbl
WHaKTUBUPYIOTCS C MOMOLLbIO pM3N4eCcKX N/nnm XuMm4eckux cpeacTs.

1.1.3 Hacroswmin ctaHaapT npegHasHavYeH K NPUMEHEHUIO pa3paboTumkamu, 3roTOBUTENSAMU CTEPU-
nM3auuoHHOro 060pya0BaHUSI U MEANLMHCKNX N3LENUIA, OpraHn3aumsmMmu, OTBETCTBEHHLIMU 3a CTEPUNM3aLuio
MEAULMHCKNX N3aenuin.

1.1.4 Hacrosiluii ctaHaapT onpeaensieT aneMeHTbl CUCTEMBI ypaBneHus kadyectsom (Quality Manage-
ment System), KoTopble HEOGXOAUMBI NMPU KOHTPOMNE XapakTEpPUCTUK CTEPUNU3YIOLLEro areHTa, paspaboTke,
BanuaaLmmn u TeKyLeM KOHTPOne CTEPUNM3aLuoHHOro npowecca.

MpuMeyaHue — Hanuune NonHOLEHHON CUCTEMBI YNIPaBREHWS KAYECTBOM He SBNAETCA TpeboBaHMeM HacTos-
LWero cTaHaapTa. Ha HeobxogMMble 3MeMeHTLl B COOTBETCTBYHOLMX MECTaxX TEKCTa UMEKOTCA HOPMATUBHBIE CCbINKN (CM.,
Hanpumep, pasgen 4). BHMMaHWe NpuUBNeKaeTca K cTaHfapTam ANs CUCTeM ynpasneHus kadectsoM (cMm. MCO 13485),
KOTOpbIe KOHTPONMPYIOT BCE STarbl NPOU3BOLACTBa UMK NepepaboTkn MeaULMHCKUX naaenui. HaunornansHele n/unu pern-
OHanbHble HOpMaTMBLI MO MEAULMHCKAM U3AENWAM MOryT noTpeboBaTb BHeApEHNS NONHOLIEHHOW CUCTEMBI YnpaBneHns
Ka4eCTBOM W OLiEHKU TaKoi cMCTEMbI TPEThEH CTOPOHOIA.

1.2 UcknouyeHun

1.2.1 Hacroswmui ctaHgapt He pacnpoCTPaHAETCsl Ha CTEPUNN3aLMOHHbIE MPOLIECChl, OCHOBAHHbIE UC-
KMIOYMTENBHO Ha (OM3MYECKOM YAANeHUM MUKPOOPraHM3MoB (Hanpumep, punsrpaums).

1.2.2 Hacrosiuit CTaHaapT He onpeaensieT AeTarnbHble NPOLEAypsI ANns OLEHKU MUKPOBUONOrnyeckon
MHaKTUBaLWK.

1.2.3 Hacroswui ctaHaapT He ycTaHaBnuBaeT TpeboBaHUSA K XapakTepucTukam CTe pUnm3yoLLero areH-
Ta u K paspaboTke, Banuaauum U TEeKyLLeMy KOHTPOMIO nNpoLecca ANs UHAKTUBALMMW areHToB, BbI3bIBAIOLLMX
CNOHrMcopMHbIE SHUedanonaTum, Takme kak ckpenu, rybuyatas sHuedanonatus KPynHOro poratoro ckoTta u
6onesHb Kperiudenbga — HAkoba. Cneyucuyeckne pekoMmeHgaummn paspabarbiBaloTCA B CTpaHax, rae npo-
Lecc cTepunmu3aumm NoTEHUMAanbHO MOXET ObITb PACNPOCTPAHEH Ha MaTepuarn, CoaepXKaLluin 3TU areHThl.

MpumMmedaHune — Cm. Takke NCO 22442-1, UCO 22442-2 n UCO 22442-3.

M3paHue ocpuumanbHoe
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1.2.4 Hacroswmin cTaHaapT He 3aMEHSIET U HE U3MEHSIET onybnMKOBaHHLIE MeXyHapoaHble cTaHaap-
Thbl ANs cneumduyeckux CTepUnM3aLUOHHbIX NPOLIECCOB.

2 HopMaTuBHbIE CCbINTKU

B HacTosLeM cTaHaapTe UCNONb30BaHbl HOPMATUBHbLIE CChIMKKU HA CrieAyloLLmue CTaHaapTel, obasartenb-
Hbl€ And NpUMEHEeHUA HacTosLero craHaapra. ,El,,l'lﬂ AaTUPOBAHHbIX CCbINTOK UCNONMbL3YIOT TONMbKO YKAa3aHHOE
udgaHue craHpapra. B cny4yae HeaatupoBaHHbIX CCbIIOK — nocnegHee u3gaHne craHaapra, Bknio4vasa Bce
U3MEHEHUA U nonpasku.

MNCO 10012 CucrteMbl MeHemKMEHTa u3MepeHnii. TpeboBaHUS K M3MepUTEnbHbLIM NpoLeccaM U nsme-
putensHoMy obopyaosanuio (ISO 10012, Measurement management systems — Requirements for measure-
ment processes and measuring equipment)

MNCO 11138-1:2006 Ctepunusauua MeauUMHCKON npoaykuuu. Buonornyeckue mHaukartopsl. Yactb 1.
O6wwme TpeGoeanus (ISO 11138-1:2006, Sterilization of health care products — Biological indicators — Part 1:
General requirements)

NCO 10993-1 OueHka Guonornyeckas MeauuMHCKkuX ndgenui. Yactos 1. OUeHKa U UCNbITAHMA B pam-
Kax npouecca meHeaxmMeHTta pucka (ISO 10993-1, Biological evaluation of medical devices — Part 1: Evalua-
tion and testing within a risk management process)

NCO 10993-17 OueHka Guonornueckas MeauLMHCKMX usgenuii. Yacrb 17. YcraHoBneHue 40nyCTUMbIX
npeaenos sbilienavmsaembix sewects (ISO 10993-17, Biological evaluation of medical devices — Part 17:
Establishment of allowable limits for leachable substances)

NCO 11140-1 Crepunu3auma MEAUMLUHCKOW NpOoAyKUMM. XumMuyeckue uHaumkatopbl. Yacte 1. Obwwme
Tpeboeanua (ISO 11140-1, Sterilization of health care products — Chemical indicators — Part 1: General
requirements)

NCO 11737-1 Ctepunusaumsa MeauumHckmx usgenuii. Mukpobuonorudeckme meroabl. Yactb 1. Ouex-
Ka nonynsuuMnm MUKpoopraHnaMos Ha npoaykre (ISO 11737-1, Sterilization of medical devices — Microbiologi-
cal methods — Part 1. Determination of a population of microorganisms on products)

NCO 11737-2 Ctepunusauus meauumHckux usgenuin. Mukpobuonornyeckue metoasl. Yacts 2. Ucnbl-
TaHUsi Ha CTepPUNbHOCTbL, MPOBOAMMbBIE NMpK Banuaauum npouecca crepunusauumn (1ISO 11737-2, Sterilization
of medical devices — Microbiological methods — Part 2: Tests of sterility performed in the definition, validation
and maintenance of a sterilization process)

MCO 13485:2003 Usgenus meauumHckue. CUCTEMbI MEHEOXXMEHTA KavecTBa. TpeboBaHusa K perynu-
poBanuto (ISO 13485:2003, Medical devices — Quality management systems — Requirements for regulatory
purposes)

M3K 61010-2-040 TpeGoBaHusa k 6e30nacHOCTU SNEKTPOOBOPyAOBAHUS ANS NPOBEAEHUSI USMEPEHUIA,
ynpaBneHus u nabopatopHoro ucnonb3oBaHus. Yacts 2-040. YacTHble TpebOBaHMA K NApPOBLIM aBTOKIIaBam
M MOEYHbIM MaLLMHaM ¢ ae3uHdekumen ana 06paboTkn MmeanumHckux matepuanos (IEC 61010-2-040, Safety
requirements for electrical equipment for measurement, control and laboratory use — Part 2-040: Particular
requirements for sterilizers and washer-disinfectors used to treat medical materials)

3 TepMuHbI U onpeaeneHns

B HacTosLem cTaHaapTe NpUMeHeHbl crneayloLme TEPMUHLI C COOTBETCTBYIOLLMMMN OnpeaeneHuaMu:

3.1 ouoHarpyska (bioburden): Monynsuusi XM3HECNOCOOHbLIX MUKPOOPraHU3MOB Ha UNU B U3genuu
U/Mnu 3aUTHOWM cucTeme cTepunusaumm.

[MCO/TC11139:2006, onpeaeneHue 2.2]

3.2 6uonoruveckuit nHgukarop (biological indicator): NcnbiTatenbHas cuctema, coaepxallas Xus-
HEeCnocoBHbIE MUKPOOPraHu3Mbl, 0GECNEYMBAIOLLAA ONPEAENEHHYIO YCTONYMBOCTbL K KOHKPETHOMY NpoLieccy
cTepunusagum.

[MCO/TC 11139:2006, onpeaeneHue 2.3]

3.3 KoHTponb usMeHeHua (change control): OueHka U onpeaeneHue NPUrogHOCTU NPEANOXEHHOro
U3MEHEHUA K NPOAYKTY UIu Npoueaype.

[MCO/TC 11139:2006, onpeaeneHue 2.5]

3.4 xuMmyeckuin uHaukaTop (He6uonoruueckuin uHaukaTop) [chemical indicator (non-biological indi-
cator)]: VicnbiratenbHasa cuctema, 00HapYyX1BatoLLas M3MEHEHUS B OAHOM U HECKOMNbLKWX NpeaonpeaeneH-

2
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HbIX NapaMmeTpax npouecca, 00yCnoBnEHHbIE XUMUYECKUMU UNKU (PU3UYECKUMU U3MEHEHNSAMU, BbI3bIBAEMbI-
MKW BO3AEWCTBUEM NpoLecca.

[MCO/TC 11139:2006, onpeaeneHue 2.6]

3.5 koppekTupoBOuHbIe AencTBUA (corrective action): [lencreus, npeanpuHMMaeMble C LIENbIO yCcTpa-
HEHUA NPUUMH OOHAPYXKEHHOTO HECOOTBETCTBUS UIMKN APYIOW HEXENaTernbHOW CUTYaLUu.

MpumeyaHus

1 MoxeT npucyTcTBoBaTh 60Mnee 4eM ofHa NpuiMHa HeCOOTBETCTBUS.

2 KoppeKTupoBOYHbIe AeACTBUA NPUHUMAIOTCA AN NpefoTBpaLLeHUs NMOBTOPEHUs, B TO BpeMs Kak npeaynpeau-
TerbHble AeiAcTBUS NPUMEHSIOTCA ANA NpefoTBpaLLeHNs NPOUCLLECTBUS.

3 CylecTByeT pasnuune Mexay KoppeKTUpoBKOiA U KOPPEKTUPOBOYHEIMY AENCTBUSAMU.

[MCO 9000:2005, onpeaenenune 3.6.5]
3.6 koppekTupoBka (correction): [leictBue Ans ycrpaHeHuss 0OHAPY>XEHHOTO HECOOTBETCTBUSA.

n puMev4yaHune — KOppeKTI/IpOBKa MOXET ObITb BbINOMIHEHA COBMECTHO C KOpPpeKTUpOBOYHbLIMK ,qeﬁcTBl/lﬂMl/l.

[MCO 9000:2005, onpeaeneHune 3.6.6]

3.7 paspab6otka (development): [leicTBue, B pesynsrare KOTOporo paspabarbiBaercs cneyudukaums.

[MCO/TC 11139:2006, onpeaenexue 2.13]

3.8 yctanoBuTb (establish): Onpeaenutb N0 TEOPETUYECKON OLIEHKE U NOATBEPAUTH IKCNIEPUMEHTOM.

[MCO/TC 11139:2006, onpeaeneHue 2.17]

3.9 owmbka (faul): OauH unu Oonee napameTpoB MpoOLIECCa, BLIXOAALMW 3a Mpeaensl CBOEro
aornycka.

[MCO/TC 11139:2006, onpeaeneHue 2.19]

3.10 meauumHckaa npoaykuma (health care product): MeguuuHckue usgenus, Bknioyas MeauumuHckue
u3genus aAns AUarHoCTUKK in vitro, unu NekapCcTBEHHbIE CPEACTBA, BKnoyasa GuogapmauesTuyeckue.

[MCO/TC 11139:2006, onpegenexue 2.20]

3.11 arrectauma MoHTaxa (installation qualification 1Q): NMpouecc nony4yeHUa n 4OKYMEHTUPOBAHUSA
JokasaTtenbCTB TOro, YTo 0bopyaoBaHUe Obino NOCTaBNEHO U CMOHTUPOBAHO B COOTBETCTBUM C €ro cneuudu-
Kauuen.

[MCO/TC 11139:2006, onpeneneHue 2.22]

3.12 macnopt 6e3onacHOCTM MaTepuana (npoaykra) (material safety data sheet MSDS): [JokymeHT,
yKas3blBaloOLLMiA CBOMCTBA BELLECTBa, MOTEHUMAanbHYI0 ONacHOCTb ANA YernoBeka u 060pyA0BaHUSA, yCIOBUS
XpaHeHWA U YCNOBUA YHUUTOXEHUS BELLEeCTBa.

[MCO/TS 11139:2006, onpenenexue 2.23]

3.13 MeauuuHckoe uspenue (medical device): NHCTpyMeHT, annapart, npubop, MalmHa, nNpucno-
cobnenune, UMNNAHT, in vitro peareHT unu kanubparop, NporpamMMHbIe CpeacTBa, MaTtepuan UM CB3aHHOE
usgenve, npeaHasHa4YeHHbIe M3roTOBUTENEM ANS UCNOMb30BAHUSA YErNOBEKOM, OTAENbHO UMW B COYETAHUMU,
Ans ogHON unu Gonee onpeaeneHHbIX Lene:

- AMAarHoCTUKU, NPOUNaKTUKKA, HABNIOAEHNUS, NeYeHns unu obnerdyeHns GonesHu;

- OWarHOCTMKM, HABNIOAEHUS, NeYeHuns, 0BneryeHnss M KoMneHcauum npy Tpaemax;

- uccneaoBaHus, nepecaaku unu moaudukaumu, nu NoALEP>KKU OPraHoB Uiv PU3nonNoOrmyeckux Npo-
LieCCoB;

- noaaepXaHus nnu obecneveHns XusHu;

- KOHTPORA 3a4artus;

- Ae3nHpEeKUUn MEAULMHCKMX U3LENNIA;

- NonyyYeHus UHpopmaLmm MeguuUMHCKOro HasHavYeHUs NocpeacTBOM in vifro nccnegosaHus o6pasuos,
B3ATbIX U3 YErOBEYECKOro Tena M He O0Ka3bIBAKOLLMX CBOEr0 OCHOBHOMO AEWCTBUS B UMM HA YENOBEYECKOM
opraHuame, ¢ NOMOLLLIO PapMakonorMyeckux, MUMMYHOMOMMYECKUX UMM METaboNMUYECKUX CPeacTB, HO (PYHK-
LIMOHUPOBAHUIO KOTOPLIX TaKMe cpeacTBa MOTYT CnocoO6CTBOBATD.

[MCO 13485:2003, onpeaenexue 3.7]

MpuMedaHune — Onpegenenne no NCO 13485:2003 6bino paspabortaHo CneyuansHoi koMuccueid no rno-
HanbHol rapmoHusauum [Global Harmonization Task Force (GHTF 2002)].

3.14 atrectauusa akcnnyataumm (operational qualification OQ): Mpouecc nony4yeHns u LOKYMEHTU-
poBaHMA A0Ka3aTenbCTB TOr0, YTO CMOHTMPOBaHHOE 0bopyaoBaHue paboTaeT B 3aJaHHbIX Npegenax napa-
METPOB MPW €ro UCNoMbL30BaHWM B COOTBETCTBUM C €r0 UHCTPYKLMAMU NO 3KCnnyaTauuu.

[MCO/TS 11139:2006, onpeaenexue 2.27]
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3.15 mapameTpuveckui BbINyck (parametric release): YTBepaeHue, UTo NpoaykT crepuneH, 6asu-
pYIOLLEECA HA 3anucax, AEMOHCTPUPYIOLLMX HAaX0XaeHe napaMeTpoB npouecca B npegenax cneyuduumpo-
BaHHbIX JONYCKOB.

[MCO/TC 11139:2006, onpeaeneHue 2.29]

3.16 aTtrecTrauma akcnnyatupyemoro obopyaoBaHusa (performance qualification PQ): Mpouecc no-
ny4YeHnUs U AOKYMEHTMPOBaHWSA [0Ka3aTenbCTB TOro, YTo 0BopyaoBaHue, YCTaHOBMNEHHOe u paboTaiowee B
COOTBETCTBUM C MHCTPYKLMAMM NO IKCMyaTaLun, NOCTOSAHHO (DYHKLMOHUPYET B COOTBETCTBUM C 3aAaHHBIMK
KPUTEPUSAMU 1 NOITOMY BbIMyCKAET NPOAYKLIMIO, OTBEYAIOLLYIO TEXHUYECKUM TpeBoBaHUAM.

[MCO/TC 11139:2006, onpeaenexune 2.30]

3.17 npeaynpeautenbHble gencTeuaA (preventive action): [1eiCTBUSi N0 YCTPAHEHUIO NPUYUH BO3MOXK-
HOro HECOOTBETCTBUS UITM APYIOW HEXenaTesnbHOW BO3MOXHON CUTyaLUN.

MpuMevyaHus

1 MoxeT npucyTcTBOBaTH Goree YeM ofHa NpU4MHA BO3MOXHOTO HECOOTBETCTBUSI.

2 MNpepynpeguTenbHble AeiicTBUS NpeanpuHUMatoTcs Ans NpefoTBpalleHus MPOUCLLECTBUSA, B TO BpeMs KakK Kop-
PEKTUPOBOYHLIE AENCTBMS NPUHUMALOTCS ANS MPEeAoTBPaLLEeHNS MOBTOPEHUS.

[MCO 9000:2005, onpeaenernne 3.6.4]

3.18 ycTpoiicTBO AnsA ucnbitTaHua npouecca; YU (process challenge device PCD): Ycrpoiictio,
npegHasHaveHHoe Ana obecnevyeHns onpeaeneHHon ConpoTUBNSEMOCTU NPOLIECCY CTEPUNU3ALIMMA M UCTIOTb-
3yemMoe AN OLUEHKU BO3AeNCTBUA npouecca.

[MCO/TC 11139:2006, onpeaenexue 2.33]

3.19 napameTp npouecca (process parameter): YcTaHOBNeHHOE 3HAYEHMEe NePEMEHHOI npoLecca.

MpuMedaHue — Creuudukalua npolecca CTepunusauuu BKNYaeT B ceba napaMeTpbl mpouecca U MX
TOYHOCTH.

[MCO/TC 11139:2006, onpeaenexue 2.34]
3.20 nepemeHHaa npouecca (process variable): Ycnosue npouecca crepunusauum, USMEHeHue KoTo-
pPOro U3mMeHseT MUKPOBOLIMAHYIO 3(PPEKTUBHOCTD.

TMpumep — Bpemsi, memnepamypa, 0aeneHue, KOHUeHMpPayus U enaxHocmbs, OnuHa eosHbI.

[MCO/TC 11139:2006, onpeaenexue 2.35]

3.21 npusHaHHas Konnekumusa KynbTyp (recognised culture collection): Qenosutapuii B COOTBETCTBUU
¢ Bypanewrckum porosopom 0 MexxayHapoagHOM NPU3HAHUU AENOHUPOBAHUA MUKPOOPraHW3MOB ANsi Lienen
NaTeHTHON MpoLueaypbl U pernaMeHTMPOBaHUS.

[MCO/TC 11139:2006, onpeaenexue 2.38]

3.22 KOHTpONbHLIN MUKpoopraHu3m (reference microorganismy): LLiramm MukpoopraHuama, nosny4eH-
HbI U3 NPU3HAHHOW KONMNEKUUU KyNnbTyp.

[MCO/TC 11139:2006, onpeaenexue 2.39]

3.23 peartTecTtaums (requalification): MosToOpeHue yacTu Banuaaumm B UENAX NOATBEPKAESHUA NPOAO-
XaLencs npueMneMocTu cneumdULMpoBaHHOro npolecca.

[MCO/TC 11139:2006, onpeaenexue 2.40]

3.24 nurarowme cpeabl (services): NutaHue U3 BHELWHUX UCTOYHUKOB, Heobxoaumoe ana obecnedve-
HUA (PYHKUMOHMPOBAHUS 060PY0BAHUS.

lpumep — Snekmpuyecmeo, 800a, Ckambili 8030yX, OpeHax.

[UCO/TC 11139:2006, onpeaenexue 2.41]

3.25 onpegensatb (cneumduumnpoBarts) (specify): Moapo6HO onnckiBaTh B YTBEPXKAEHHOM JOKYMEHTE.
[UCO/TC 11139:2006, onpeaeneHue 2.42]

3.26 ctepunbHbIi (sterile): He cogepxxaiumii xxu3HecnocoOHbIX MUKPOOPraHU3MOB.

[UCO/TC 11139:2006, onpeaenexue 2.43]

3.27 ctepunbHoOcTb (sterility): OTcyTCTBME XMU3HECNOCOOHBIX MUKPOOPIaHU3MOB.

NMpumevyaHune — Ha npakrnke HEBO3MOXHO [joKa3aTb aGCONOTHOE OTCYTCTBME MUKPOOPraHM3MOB [CM. CTepu-
nunsauus (3.28)].

[MCO/TC 11139:2006, onpeaenexue 2.45]
3.28 crepunusauma (sterilization): BanuaupoBaHHbIli NpoLECC, UCNONb3YEMbIN AN NONy4YeHUs npo-
AYKTa, He COIEePKALLIEr0 XXU3HECNOCOOHbLIX MUKPOOPTaHU3MOB.

4
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MpumeyaHune — lNpu cTepunuaayun npupoaa UHaKTUBALIMU MUKPOOPraHU3MOB OMNUCLIBAETCS 3KCMNOHEeHUUanb-
HbIM 3aKkoHOM. CrefoBaTenibHO, Hanuume XM3HeCNOCOOHBIX MUKPOOPraHM3MOB Ha KaX[OM OTAENbHOM U3AEnUU MOXeT
GbITb BEIPaXEHO B TEPMUHAX BEPOSTHOCTU. 3Ta BEPOSATHOCTb MOXET ObITh CHUXEHa A0 O4EHb MarnblX 3Ha4Y€HWUIA, HO HUKOT-
Za He MOXeT 6bITb loBeAieHa A0 Hyns (cM. ypoBeHb obecneyenus ctepunsHocT UCO/TC 11139).

[MCO/TC 11139:2006, onpeaenexune 2.47]

3.29 3arpyska (ctepunu3aropa) (sterilization load): N3aenusa, KoTopble CTEPUNUIYIOT C NOMOLLbIO AAH-
HOrO npoLiecca CTepUnM3awum.

[MCO/TC 11139:2006, onpeaenexune 2.48]

3.30 npouecc crepunu3sauum (sterilization process): Pag aencreuin unu onepaumii, He06xoauUMbIX ANs
JOCTWKEHUs1 onpeaeneHHbIX TPeGoBaHUI K CTEPUNBHOCTM.

MpumeyaHue — Paa Takux AeWCTBUIA UM onepaumii BKNoYaeT B ceba npeaBapuTenbHylo 06paboTky (npu
HeobxoAUMOCTH), BLIAEPXKKY B CTEPUNU3YIOLLEM areHTe B 3afjaHHblX YCNoBUSIX U Niobyto HeobxoanuMyto NocneayoLyto
o6pa60TKy. I'Ip0L|ecc cTepunusauuin He BrknNoYaeT nobble onepauun O4UCTKH, ,qeal/lH(beKLlMM U yNnakoBKW, KOTOpble npeg-
LLIECTBYHOT MpoLeccy cTepunusauuu.

[MCO/TC 11139:2006, onpeaeneHue 2.49]

3.31 ctepunusyrowuit areHt (sterilizing agent): ®u3anyeckas unu xummyeckas eMHULA UIM UX KOM-
BuHaumMs, KOTOpas UMEET AOCTaTOMHYIO MUKPOOOLMAHYIO aKTUBHOCTb ANS AOCTWXEHUSA CTEPUNbLHOCTU B 3a-
[AaHHbIX YCrioBUAX.

[MCO/TC 11139:2008, onpeaeneHune 2.50]

3.32 KpuBasa BbDKMBAEMOCTU (Survivor curve): Mpadmueckoe npeacTtaBneHne MHAKTMBALMM NOnyns-
LM MUKPOOPraHM3MOB C YBEMUYEHMEM SKCMO3MLMU MUKPODOLMAHOTO areHTa Npum yka3aHHbIX YCIOBUSX.

[MCO/TC 11139:2008, onpegenexune 2.51]

3.33 ucnbiTaHue Ha cTepunbHocTb (test for sterility): TexHnueckasa onepauumsn, onpegeneHHasn B dap-
Makornee, BbINONHAEMas Ha U3aenuu nNocne BO3AeiCTBUA Ha HEro NpoLecca CTepunu3aunyu unu nocne acen-
TWUYECKOro MPOM3BOACTBEHHOTO NPOLECCa.

3.34 npoeepka ctepunbHocTu (test of sterility): TexHuyeckas onepauus, BbINONHAEMAs Kak 4acTb
pa3paboTku, Banugauum u peartecrauum Ans onpeaeneHnsa NPUCYTCTBUSA UM OTCYTCTBUSA XXU3HECTOCOOHBIX
MUKPOOPraHW3MOB Ha NPOAYKTE UMM €ro 4acTu.

[MCO/TC 11139:20086, onpeaenexHue 2.53]

3.35 Banupauma (validation): [JokymeHTMpOBaHHasA npoueaypa NONyYEeHUsl, perucrpauum u nHTepnpe-
Tauumu pesynsTatoB, HE0OX0AUMasA ANA AEMOHCTpaLMKU TOro, YTO NPOLIECC HEU3MEHHO BbIAAET NPOAYKT, COOT-
BETCTBYIOLLMIA 3apaHee ONPEeAEeneHHbIM CneumduKkaumuam.

[MCO/TC 11139:2006, onpeaenexue 2.55]

4 3nemeHTbl CUCTEeMbI yNpaBeHUs Ka4eCTBOM

4.1 lokyMmeHTaumsa

4.1.1 OomkHbl BbiTb cneuuduumMpoBaHbl NPoUeaypPbl 4N XapakTePUCTUK CTEPUITMYIOLLIETO areHTa, pas-
paboTkn, Banuaauumn 1 TEKYLLET0 KOHTPONS CTEPMNU3aLMOHHOIO NPOLEeCcca M BbiMycKa MpoAyKTa nocne cre-
punusaumu.

4.1.2 [lJokymeHTaumMa u 3anucu, Tpebyemble HaCTOSALMM CTaHAApPTOM, AOIDKHbI ObiTb MPOBEPEHbI U
yTBEPXAEHbl HAa3HAYEHHbIM YNONHOMOYEHHbIM nepcoHanom (cm. 4.2.1). [JokymeHTaumio U 3anucu cneayer
KOHTPONMPOBAaTb B COOTBETCTBUU C NpUMEHUMbIMU pasgenamu NCO 13485.

4.2 OTBETCTBEHHOCTb PyKOBOACTBA

4.2.1 OTBETCTBEHHOCTb M NOMHOMOYUA 32 OCYLLECTBNEHUE U YAOBINETBOpEHUE TpeOOBaHWIA, YCTAHOB-
NEeHHbIX HACTOAWMM CTaHAAPTOM, AOMKHbI ObiTb YETKO onpeaeneHbl U onucaHbl. OTBETCTBEHHOCTb A0MK-
Ha ObiTb BO3NOXEHA HA KBANUMULMPOBAHHLIM NEPCOHan B COOTBETCTBUM C NPUMEHUMbIMU pasaenamu
NCO 13485.

4.2.2 Ecnu Tpe6GoBaHus HACTOSILLETO CTaHAAPTa npeAHa3Ha4YeHbl ANsl BbINOSIHEHUSI OpraHn3auusiMu ¢
pa3aenbHbIMUM CUCTEMaMKU MEHEKMEHTA Ka4ecTBa, OTBETCTBEHHOCTb M MOMHOMOUYMS KaXAO0N U3 TakUX Cu-
CTeM A0MKHbI ObITb OnpeaeneHbl U ONUCaHBDI.
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4.3 Bbinyck npoayKuuu

4.3.1 Mpoueaypbl 3aKynoK AOMKHbI ObITh ONpeeneHbl U ONUcaHbl. [JaHHble npoueaypbl AOMMKHbI COOT-
BETCTBOBaTb NPUMEHUMbIM pasgenam NCO 13485.

4.3.2 Mpoueaypbl nASHTUDUKALMKN 1 NPOCNEXUBAHMA NPOAYKTA AOIMKHbI ObiTb ONpeAeneHbl U onuca-
Hbl. [laHHbIe Npoueaypbl AOMKHEI COOTBETCTBOBATL NPMMEHMMbIM pasaenam MCO13485.

4.3.3 [JomkHa GbITh ONpeaeneHa u onucaHa cuctema kanubpoBku BCero 000pya0BaHus, COOTBETCTBYIO-
was npuMeHumbimM pasgenam NCO 13485 unu UCO 10012, Bknmiovatowas B cebs Takxe cpeacrsa usmepe-
HWIA ANsi NPOBEAEeHUA UCNBITAHWIA, UCNOMb3yeMble AN o6ecneveHnsa COOTBETCTBUS TPEOOBAHNAM HACTOALLETO
cTaHgapra.

4.4 UsmepeHue, aHanus u ynyuyweHue. KOHTpoOnb HeCOOTBETCTBYIOIEN NPOAYKLIMU

HomxkHbl 6bITb CneumduLMpoBaHbl NpoLeaypbl KOHTPONA NPOAYKTA, NPU3HAHHOTO HECOOTBETCTBYIOLLMM,
U npoueaypbl ANs KOPPEKTUPOBKU, KOPPEKTUPOBOYHBIX U NPEAYNPEANTENbHBIX AENCTBUIA. Takue Npoueaypbl
OOMXKHbI YAOBNETBOPATL COOTBETCTBYOLWMM pasaenam UCO 13485.

5 XapaKkrepuCTUKU CTEPUNU3YIOLLEro areHTa

5.1 OGwue TpedGoBaHuA

Llenb aTux geicTeuii — onpeaeneHme CTEPUNM3YIOLLEro areHTa, 4eMOHCTPauus ero MMKpoBounaHon
ahheKTUBHOCTU, MAEHTUDUKAUUS HAKTOPOB, BUSIIOLLUMX HA MUKPOBOLIMAHYIO 3D(PEKTUBHOCTbL, OLIEHKa adh-
hekTa BO34ENCTBUA CTEPUNU3YIOLLErO areHTa Ha Matepuansl, onpeaenexnme TpebosaHuini 6e3onacHocTu Ans
nepcoHana u 3awuTbl 060pyaoBaHMA. 3TN AECTBUA MOTYT ObiTb BbIMOMHEHbI MPW UCMbITAHUAX MOAEMMU CU-
ctembl. B Takux cnyyasix utoroeas cneuucukauums Ha obopyaosaHue (cm. 6.3) gomkHa GbiTb COOTHOCUMON
C pe3ynbrataMu 9KCnepuMeHTasIbHbIX UCCNEA0BaHNUI, BbINOMHEHHbIX NMPU UCTILITAHUSX MPOTOTUNA CUCTEMBI.

5.2 CTepunusyrowuii areHT

CTepunuaytowmii areHT aomkeH ObiTe cneunduympoBaH. Cneundmkaums AomKHA BKNoYyaTh B cebs,
ecnu HeobXo0aUMO, YCNOBUS XPAHEHUS CTEPUNN3YIOLLIETO areHTa, o6ecnevnsatome COXpaHeHNe ero CBOMCTB
B cneuuUUMpPOBaHHBIX NMPeaenax B TEYEHWE BCETO 3asBNIEHHOIO CPOKa XPaHeHus .

5.3 Mukpo6ounaHas apheKTMBHOCTb

5.3.1 UccneposaHusi MUKpOOOLMAHON 3hDEKTUBHOCTU AOIDKHbI:

a) NPOAEMOHCTPUPOBATL NETANLHOE AEWUCTBUE CTEPUNU3YIOLLErO areHTa Ha psj npefCTaBUTENbHbIX
MMKPOOPraHU3MoB, OTOOPAHHBIX B COOTBETCTBUM C NPUIIOXEHUEM A;

b) ycTaHOBUTb 3MNUPUYECKUE MATEMATUYECKME CBSI3W, ONpefensiowne KUHETUKY MUKPOOHOW MHAKTU-
BaLMKU MAEHTUDULMPOBAHHBIX CTOWKMX MUKPOOPraHW3MOB, YTOObI Morma 6bITb Npeacka3aHa BepOSITHOCTb Bbi-
YXMBaAHUSA MUKPOOPraHuama, NnoABEprHyToro onpeaeneHHon oopadorke;

C) onpeaenuTb KOHTPOSIbHLIE MUKPOOPraHM3Mbl, U3BECTHLIE CBOEN BbICOKON CONPOTUBNAEMOCTbLIO CTe-
pUAn3yIoLWEeMy areHTy;

d) onpeaenuTb NepemMeHHbIE NPOLECCa, BAUSIOLIME HA NETanbHOEe eCTBUE CTEPUIUIYIOLLETO areHTa,
U B3aMMOAENCTBUE STUX MEPEMEHHDIX, BIUSIOLLEE HA 3TO NETANbLHOE AENCTBUE;

€) oLeHUTb Te (PaKTOPbI, KOTOPbLIE MOTYT HEONAroNPUATHO BNUSITL HA 3P EKTUBHOCTL CTEPUITU3YIOLLIETO
areHTa, 6asupytowpmecs Ha Pu3nIECKOM U/UITM XMMUIECKOM B3aUMOAENCTBUMN.

lMpumepbl — Baaumodeiicmeue ¢ Mamepuarnamu U pa3fiuydHbLIMU OcCmMamKamu om npou3seodcmea, oYucmKu
u/unu 0esuHgekyuu;

f) oueHUTb hakTopbl, KOTOPbIE MOTYT HEONaronNnpUsATHO BNUSITL HA NOAAYyY U/UNK pacnpeaeneHue crepu-
NU3yoLero areHTa.

lpumepbl — Okpyxaiowjass cpeda, Mamepuanbl U ocmamKu om fpou3eodcmea, o4Yucmku u/unu
desuHgpekyuu;

@) onpeaenuTb CPeacTBa, NpekpaLLalLLme AeNCTBUE CTEPUNM3YIOLLIETO areHTa, €Cnm 310 NPUMEHUMO.
5.3.2 Metoa(bl) UCNBITAHUM, KPUTEPUU NPUEMIIEMOCTU U OLIEHKA BbIBOpA TECTOBLIX MUKPOOPTraHM3MOB
JOMKEeH(Hbl) ObITb AOKYMEHTUPOBAaH(bl). Pe3ynbTarbl UCMLITAHWIA JODKHbI ObITh 3aMUcaHbl (CM. 4.1.2).
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5.4 Bo3genctBue Ha Matepuanbl

5.4.1 OpdeKTbl BO3AENCTBUA CTEPUMMU3YIOLLErO areHTa Ha pusuyeckne n/mnu xmuMm4eckue CBOMCTBA
maTtepuanos u Ha ux Guonoruyeckyro 6€30MacHOCTb AOMKHbI ObITb OLIEHEHbI.

5.4.2 3dhekTbl MOBTOPAIOLLETOCA BO3AENCTBUA CTEPUNU3YIOLLEr0 areHTa Ha CBOMCTBA Marepuana
[OIMKHbI ObITb U3Y4EHbI C UCNONB30BAHMEM PA3NMUYHBIX KOMOUHALIMIA NapaMeTpoB NpoLecca, KOTOpbIe C Hau-
BonbLuel BEPOATHOCTLIO MOTYT OKa3aTb MakcumarnbHOe BO3AeiCTBUE Ha MaTepuarn.

5.4.3 WcnbiTyemble MaTepuarbl U pe3yrnbraTbl UCTbITAHWIA JOIMKHbI ObiTh 3anucaHbl (cMm. 4.1.2) Bmecte
C KpUTEPUSIMU, OTHOCUTENBHO KOTOPbIX AOMKHbI ObITh OLEHEeHbl CBOMCTBA MaTepuarnos A0 U nocne Bo3aew-
CTBUA CTEPUNU3aLMOHHOrO areHra.

5.5 Bbe3onacHOCTb U OKpyXKarowas cpeaa

5.1 [lns CTepunu3yoLLEro areHTa, ero npeaLecTBeHHMKOB (€CNM TakoBble Oblnn) 1 NMobbix NOBOYHbLIX
NPOAYKTOB CTEPUINU3YIOLLIETO areHTa AOMmKHbI BbITb cneunduumposaHsl NMbo nacnopt 6e3onacHoCTU Marepu-
ana (material safety data sheet), nu6o unas ananornynas nHgpopmauma no 6esonacHocT. 3ta UHpopmaums
MOXET ObITb NPEAOCTaBNEHA NOCTABLUMKOM XUMUYECKOTO areHTa Unu MoXeT OblTb NOAFOTOBMEHA B Ka4ecTBe
NepBOro arana aKCNePUMEHTANbHbIX MCCNEA0BAHUI CTEPUIMBYIOLLETNO areHTa.

5.2 lNoTeHUManbHOE BNUSIHUE HA OKpYXKaloLLyto cpeay ntobbix CyBCTaHumii, KOTopble MOryT GbiTh Bblae-
NeHbl B OKPYXXaloLLyto cpeay nubo cneynansHo, nmbo criydainHo B XOA4€ UCMOSIb30BAHUS MU NOCHE UCNONb30-
BaHWS CTEPUNM3YIOLLETO areHTa, AOMMKHO ObiTh OLIEHEHO, U AOMKHbI ObITb pa3paboTaHbl Mepbl N0 yCTaHOBME-
HUIO KOHTPONS 3@ 3TUMK cybcTaHuuamn. 3Ta oueHKa, BKIoYas NoTeHUUanbHbIE BO3MOXXHOCTU (ECNK TaKOBbIE
MOTyT ObITb) U MEPbI KOHTPONSA (ECNKU OHM ONpeferneHsl), AomkHa ObiTb JOKYMEHTUpoBaHa (CM. 4.1.2).

6 XapakTepuCTUKM Npouecca u obopyaoBaHuaA

6.1 O6wume Tpe6oBaHUA

Llenb aTnx AeiCTBUIA — NOMHOCTLIO ONPeAENnUTb CTEPUNU3ALMOHHBIN Npouecc u obopyaosaHue, Heoo-
xoaumble Ana obecneveHns cTepunusauMoHHOMy npoueccy 6e30nacHOCTU U BOCNPOU3BOAUMOCTH.

6.2 XapakTrepucTUKK npouecca

6.2.1 MapameTpbl NpoLecca BMECTE C UX A0NYCKaMU AOMKHbI ObITb cneumduuupoBaHbl. 3TU AONYCKU
JOIMKHbI 6a3MpoBaTbCA Ha 3HAaHUM KOMOMHALMI NApamMeTpoB, BbIAAIOWUX MUHUMASIBHO AOMYCTUMYIO MUKPO-
6oumnaHyto adhdpekTusHocTb. OBbpaboTka ¢ TakKMMK NapaMeTpamm AOSHkHa NOCTOSHHO BbliAaBaTb 0E30NacHbIN
1 (PYHKLMOHANbHLIA NPOAYKT.

MpumevyaHue — YcraHoBneHue napaMeTpos npouecca cnefyet 3a onpefeneHUem nepemMeHHbIX npolecca
[(cm. 5.3.1, nepeuuncnenue d)], Bkrtovas Te NepeMeHHbIE NpoLecca, KOTopble UCKNIOYEeHBI MU MUHUMW3UPOBaHbLI A1 06e-
cneyveHuns apdeKTUBHOCTM NpoLiecca CTepUnusaLmu.

6.2.2 Cpeacresa MOHUTOPUHIA U KOHTPONSA NEPEMEHHBIX NPOLECCa AOMKHbI ObITb YKa3aHbI.

6.2.3 Jio6an obpaboTka npoaykTa, NpoBeaeHne KOTopoi TpebyeTca A0 BO3AENCTBUA CTEPUNU3ALMOH-
HOro areHTa Ansa ysenuqeHus achPekTMBOCTU CTEPUNU3ALMOHHOIO Npouecca, AomkHa ObiTb cneuuduumpo-
BaHa.

6.2.4 NMo6an o6paboTka npoaykra, NnpoBeaeHUe KOTOpoi Tpebyerca nocne BO3AenCTBUA CTepunu3a-
LMOHHOTO areHTa ans obecnevyeHusi 6e30nacHOCTM NpoaykTa, AoMmikHA ObiTb cneunduuMpoBaHa Kak 4actb
CTepuUnM3aLmoHHOro npouecca.

6.3 Xapakrepuctuku o60pyaoBaHUA

6.3.1 JomkHo 6bITb cneuuduumpoBaHo 06opyaoBaHue, Nposoasilee npouecc 6e3onacHbIM cnocoGomM
B npezenax AonyckoB, NPEAYCMOTPEHHbIX ANA NapameTpos npouecca.

6.3.2 Cneuudmkaums AOMKHA BKMIOYATb B ce€05 (HO HE OrPaHNYMBaTLCS):

a) chusmnyeckoe onmcaHue obopyaoBaHus n HEOOXO0AUMBIX BCNOMOraTenbHbIX U3AENuii, BKNIOYasa marte-
puanbl KOHCTPYKUUHK;

b) cneuudukaumio crepunusyioLlero areHTa (CM. 5.2) u cpeacrea, KOTopbIMU OH 0B6ecneunsaeTcs, BKNo-
yas nobble 406aBKkKU UNK NpeabIAyLUME areHTbl, He0BXoAUMbIE ANA €ro noaaYw;
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C) onucaHue npubopoB AN MOHUTOPUHIA U KOHTPONA CTEPUNU3ALMOHHONO NpoLiecca, BKIoYasa xapak-
TEPUCTUKU AATYMKOB U TOUKU MX pa3MELLEHUSA, a Taloke MHANKATOPHbIE NPUOOPLI N YCTPONCTBA perucTpaLum,

d) HemcnpaBHOCTU U OLLUMOKM, pacro3HaBaemble CTEPUIU3ALMOHHBIM 000PYAOBAHNEM;

€) cbyHkuuu Be3onacHocTu, BkNoyas 6€30NacHOCTb NEPCOHANAa u 3aLUTy OKPYXaIoLLen cpesbl;

f) TpeboBaHus K MOHTa)XKY, BKMio4yasi TpeGoBaHMS K KOHTPONIO BbIOPOCOB U M3NYYEHUN, €CAN NPUMEHUMO.

6.3.3 lNporpamMHoe obecnevyeHne, UCNONb3yemMoe ANnst KOHTPONS U/UNU MOHUTOPUHIa CTEPUNU3ALOH-
HOTO npovuecca, A0MKHO ObiTb MOAFOTOBIIEHO B COOTBETCTBMU C TPEOOBAHMSIMU CUCTEMBI YNPABNEHUA Kaye-
cTBOM, 06ecneunBaloLLieit JOKyMEeHTanbLHOE CBUAETENLCTBO (CM. 4.1.2) TOro, YTo NporpamMmHoe obecneveHne
COOTBETCTBYET NPOEKTHON (KOHCTPYKTOPCKOM) KOHLUENLuK.

MpumMmeyvyaHue — Cneayer o6patuTe BHUMaHUe Ha TpebosaHua MCO 90003.

6.3.4 [lomkHbl 6bITb NPEaYCMOTPEHBLI CPEACTBA, 06ecneunBaloLmMe rapaHTmio Toro, Yto ombka B hyHk-
LMK KOHTpONs He npueeaeT K cOolo 3anucyu napameTpoB npouecca Takum o0pa3oM, 4To HeadeKTUBHLIN
npouecc 6yaer oTMe4eH Kak 3 heKTUBHbINA. 3TO MOXKET ObiTb AOCTUTHYTO KaK UCMONb30BAaHUEM HE3ABUCUMbIX
CUCTEM YNPAaBIEeHUs1 KOHTPOSIAA U MOHUTOPUHIA, TaK U NEPEKPECTHLIMU NPOBEPKAMU MEXAY KOHTPOSNEM U MO-
HUTOPWHIOM, KOTOpbIE ONpeAensIioT Niobble HECOOTBETCTBUSI U UHAULIMPYIOT OLUMOKY.

7 OnpepeneHue npoaykra

7.1 Llenb 3atoro AeincTBus — onpeaenuTb NPOAYKT, MOANEXaLUMi CTEPUnU3aumm, BKNoYas Mukpoobuo-
noruyeckoe Ka4yecTBO NPOAYKTa 0 CTEPUNU3aLIMKU U CMOCOO yNakoBKU U NOATOTOBKW K CTEPUNU3aLUN.

7.2 TpoaykT, noanexawui ctepunusaumuum, 40mkeH ObiTb cneyuduuupoBaH, BKNOYasa UCNONb3yeMble
YNAaKOBOYHbIE Marepuarnbl U cnocob, KOTOPLIM NPOAYKT AOIMKEH ObITb YNakoBaH U NOAFOTOBANEH K NpoUeccy
cTepunu3auuu.

[Ona vcnonHeHus atoro TpeboBaHMa MOXET NOTpeboBaTbCA, UTOOLI OpraHM3aums, OCyLIeCTBRALWan
cTepunu3aumio, 6bina obecneyeHa COOTBETCTBYIOLLEN MHOPMAaLUEN OT M3TOTOBUTENSA MEAULIMHCKOrO usae-
NNUA ¥ N3rOTOBUTENS CTEPUNU3aLMOHHOI0 060pyA0BaHMA.

MpumMmevyaHue — CM., Hanpumep, UCO 17664.

7.3 JomkHa 6bITh cneuyndnumMpoBaHa u NOAAEPKUBATLCA B AENCTBYIOLLEM COCTOAHUM CUCTEMA, rapaH-
TUPYIOLLIAsi, YTO COCTOSIHME MPOoAYKTa, NPeACTaBNEeHHOro ANA CTepunnM3auuu, BKNIo4as MMKPOGUONOrMYECKuiA,
OPraHUYECKUn N HEOPTaHUYECKUIA YPOBHU KOHTAMUHALMU, KOHTPONUPYETCA U HE CTABUT NOA Yrposy adpdrek-
TUBHOCTb CTEPUNN3ALMOHHOIO npoLecca.

7.4 3hheKkTUBHOCTb CUCTEMBI, ONPEAENEHHON B COOTBETCTBMK C 7.3, AOMKHA ObITb A0oka3aHa. [Ana me-
OULMHCKMX U3AENUIA O4HOPA30BOro NPUMEHeHUst AeMOHCTpauusa 3pdeKTUBHOCTU AOMKHA BKITHOYATb OLIEHKY
OuoHarpysku B cootsetrctBumn ¢ MCO 11737-1. na mHorokpaTtHo obpabarbiBaeMblX MEAULMHCKUX U3OENNiA
3Ta AEeMOHCTPaLMs AOIDKHA BKIOYATh OLIEHKY 9OMEKTUBHOCTM CMeuuanbHONn O4YMCTKU U, €CNKU NPUMEHUMO,
npouecca aesnHgekuymm.

Llenb Takoii OLEHKM COCTOUT B TOM, UTOObI BMOHarpyska 6bina ctabunbHON M HU3KOI C yY4ETOM XapakTepa
CbIpbEBbIX MaTepuarnos, Npogykra unu npouegyp obpaboTtku nepes crepunusavueii. 3TOro MOXHO 40CTUYb,
UCMOMb3yS NPU U3rOTOBNEHUN MEAULMHCKUX U3AENUIA CUCTEMY YNpaBneHUs Ka4eCTBOM, COOTBETCTBYIOLLYIO
MCO 13485, unu npuMeHsa nepea crepunusaumein onpeaeneHHbli 1 KOHTPONMPYEMbIA NPOLECC OYUCTKU C
[0Ka3aHHOW aPEKTUBHOCTLIO BMECTE C MPOLIECCOM Ae3nHdekumnn (ecnm TakoBoun cneundpuympoBaH) ¢ no-
cneayroLmM npeaoTBpaLLeHMeM NOBTOPHOrO 3arpA3HeHUs MEeANLIMHCKOrO U3AEnus.

Mpumevyarnune — MexgyHapoaHble cTaHfapThl Ans 060pyAOBaHNA MO OYUCTKE M Ae3UHGEKLUN MEeANLMHCKNX
usgenuin (cepua NCO 15883) BrrtovatoT METOALI AEMOHCTpaLMK 3hHEKTUBHOCTU OUUCTKU U Ae3nHdeKLnn.

8 OnpeaenexHue npouecca

8.1 Llenb AaHHOro AencTBUA — NonyyYeHne getanbHon cneyudukalmm CTepunm3antnoHHoro npouecca,
NPUMEHSIEMOTO K ONpefeneHHbIM NpoaykTaMm (CM. pasgen 7), 6e3 yxyaweHuss 6e30nacHOCTH, Ka4ecTsa U pa-
60TOCNOCOBHOCTM STUX NPOAYKTOB.

8.2 TMpouecc crepunu3ayun, COOTBETCTBYIOLLMI ONPEAENEHHOMY U3AENUI0, OIKEH ObiTh YCTAHOBMEH.
3TO gocTturaercsa:

a) BbIOOPOM MapaMeTpoB Mpouecca M, No BO3MOXHOCTU, AEMOHCTPaUUEN UX OOCTUXKEHUSI NYTEM U3-
MEPEHUN;
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b) nogadeii CTepUNM3yIOLLEro areHTa Npu ycrnoBUsAX, CO34aHHbIX TakuM 06pa3om, YToObl NpeacTaBnsaTh
yBenuyeHue o6paboTkun, obecneunBaloLLen MEHbLLUYIO NEeTanbHOCTb, YeM paccMaTpuBaeMblin NPOLECC CTEpU-
nm3auum, ¢ UCNonbL30BaHMEM OJHOIO U3 NOAXOA0B, ONUCAHHLIX B NpunoxeHun B, C unu D.

8.3 Ecnu Guonornyeckne nHAMKaTopbl MCNONb3YKTCA Kak YacTk ONpeaeneHus/yCTaHOBNEeHNSA CTEpUu-
3aLUMOHHOrO NpOLEcca, OHU AOIHKHbI:

a) cooTBeTcTBOBaThL TPeboBaHuam MCO 11138-1 u Bcem nocneaytomm yactam NCO 11138, kotopble
NPUMEHUMbI K CTEPUNU3ALIMOHHOMY NpoLieccy;

b) nokasbiBaTb CONPOTUBNSEMOCTL CTEPUIU3ALMOHHOMY areHTy, nofobHylo BuoHarpyske crepunuaye-
MOro MpPOoAYKTa;

¢) ObITb pasmeLLeHbl NMMBo B TeX 4acTsx NPOAyKTa, Fae YCNoBUS CTepunu3auumu npusHaHbl Haubonee
TPYAHbIMKU, MO0 B YCTPONCTBE ANA UCMbITaHUA addekTUBHOCTM npouecca (PCD).

8.4 Ecnm xummyeckue nHAUKATopbl UCMNOMb3YIOTCA KaK YacTb OnpeaeneHuns/yCTaHoBNeHUs cTepunusa-
LIMOHHOTO NpoLiecca, OHW JOMKHbI COOTBETCTBOBATL TpeboBaHusim MCO 11140-1 n Bcex nocneayloLmx 4yacten
NCO 11140, kOTOPbIE NPUMEHUMbI K NPOLIECCY. XUMUYECKME UHAMKATOPBI A0MKHbI ObiTb pa3meLyeHbl nubo B
TeX YacTaAX NPOAYKTa, rae YCroBus cTepunuaauuy npuaHaHbl Hanbonee TpyaHbIMKU, MO0 B YCTPONCTBE ANA
ucnoiTaHus npouecca (PCD) (cM. 8.6).

8.5 Ecnu npoeepka CTepunbHOCTU BbINOMHAETCA KakK YacTb onpeaeneHnsa/yCTaHoBNeHUs CTepunu3auu-
OHHOTIO npouecca, Takas NpoBepKa A0JKHA COOTBETCTBOBATL TpeboBaHuam NCO 11737-2.

8.6 Ecnu ycrporictea ansa ucneitaHusa npouecca (PCD) ucnonb3yloTca Kak yactb onpeaeneHus/ycra-
HOBMNEHUS1 CTEPUNN3ALIMOHHOIO MPOoLEcca, UX NPUroAHOCTb AOMKHA ObiTh onpeaeneHa. Takoe yCTPOMCTBO
JOMKHO NPeACTaBNsATb TPYAHOCTL AN CTEPUNUM3aLMOHHOIO NPoLecca, CPaBHUMYIO UMY DOMbLLYIO, YEM B TEX
yacTaAX NPoAyKTa, rae yCnoBus CTepunusauuu npu3HaHbl Haubonee TPyAHbIMMU.

8.7 Buonornyeckasi 6e30nacHOCTb NPOAYKTA, MPOLUEALLIEro CTe pUnm3auuMoHHbINA NPOLIECC, I0IDKHA ObITb
YCTaHOBMEHA B COOTBETCTBUM € TpeboBaHmsamm MCO 10993-1.

8.8 OueHKy pucka Ans 340pOBbSA CneayeT NPOBOAUTL B COOTBETCTBUM C TpeboBaHuamu MCO 10993-17
Ansa naeHTudukaymmn n onpeaeneHus cneuuduyeckux npeaenos Ans 0CTaTkoB OT Npouecca Ha/B NPOAYKTE.

8.9 lMpu HeoBXx0AMMOCTHN AOMKHBI ObITh YCTAHOBINEHBI CPEACTBA Ast CHUXKEHUSA YPOBHS(E1) OCTaTKOB OT
npouecca Ha/B NPOAYKTE HMKE TOro (Tex), YTo Obinu onpeaeneHbl B COOTBETCTBUM C 8.8.

8.10 HdomkHO ObiTb NPOAEMOHCTPUPOBAHO, YTO NPOAYKT OTBEYaeT onpeaeneHHbiM TpeGoBaHUAM No
GesonacHocTU, kayecTBy M pabouuM xapaktepucTukam nocne ero o6paboTku onpeaeneHHbIM CTeEPUnu3auu-
OHHbIM MPOLIECCOM.

8.11 CTepunusauuOoHHbIA NPOLIECC AO0MKEH ObiTb cneunULMpoBaH.

9 Banunpauusn

9.1 OG6waa undopmaumsa

Llenbio Banuaaumu siBNsSETCA 4€MOHCTPALMSA TOTO, YTO CTEPUNM3ALMOHHDLIN LMK, ONMMCAHHDBIN B Onpeae-
neHwu npouecca (cM. pasaen 8), MoxeT 3pheKTUBHO U C XOpOLLIEN BOCNPOU3BOAUMOCTLIO ObiTh BbIMOSHEH HA
cTepunmayemon 3arpyske. Banuaauusi COCTOMT M3 HECKONMbKMX ONpeAeneHHbIX 3TanoB: atTecTauusi MOHTaXa
(installation qualification, 1Q), atrecrayus akcnnyatauuu (operational qualification,OQ) u arTecraums akcnnya-
Tupyemoro obopyaosanus (performance qualification, PQ).

AtTectauuio moHTaxa (IQ) BLINONHAT ANA AEMOHCTPaLUM TOT0, YTO CTEPUIM3aLMOHHOE 000py0BaHne
1 ero BCrioMoraTernbHble YCTPOCTBA NOCTABMEHLI U CMOHTUPOBAHBI B COOTBETCTBUM C UX CrieLnduKkaLmuen.

AtTectauuio skcnnyarauyum (OQ) BeINONHAKT HA o6opyaoBaHuu nubo 6e3 3arpysku, NMbo ¢ CNoNbL30-
BaHWEM COOTBETCTBYIOLLUX UCMbITATENbHLIX MaTepuanos Ans AeMOHCTpauMu cnocobHocTn 06opyaoBaHus
obecneynBaTb NCNONHEHNE paHee OnpeaeneHHOro CTePUnU3aLmMoHHOro npouecca (CM. pasgen 8).

ATTecrauusa akcnnyaTtupyemoro obopyaosaHua (PQ) — 9710 aTan Banuauuu, UCNOnb3yOLnA NPoaYKT
ANsi AeMOHCTpaLuum Toro, 4to o6opyaoBaHue paboTaeT B COOTBETCTBMU C YCTAHOBNEHHBIMU KPUTEPUSAMU U YTO
NpoLecc BblAaeT NPOAYKT, CTEPUIIBbHLIA U OTBEYaKOLMii CneuMduUMpoBaHHeIM TPeboBaHNAM.

9.2 AtTecTauusa MoHTaxa (1Q)

9.2.1 O6opynoBaHue

9.2.1.1 ObopyaoBaHue, UCMONb3yemMoe B CTEPUIIM3aUMOHHOM Npouecce, Bkovas nodble BCnoMora-
TernbHbIE YCTPOWCTBA, AOIMKHO ObITh cneuuduympoBaHo.

9.2.1.2 CrtepunusaumoHHoe obopyaoBaHme 4OMKHO yaoBneTBopaThL TpebosaHuam M3OK 61010-2-040.
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9.2.1.3 Pabouue npoueayps! 4ns 060pyaoBaHus AOMKHbI ObITb cneuuduumpoBaHbl. 3T pabovne npo-
ueaypbl 4OMKHbI BKOYaTh (HO HE OrpaHUYUBaTbLCS):

a) nowaroBble pabo4yne UHCTPYKLMU;

b) ycnoBusi BO3HMKHOBEHMS OLLMBOK, CNocoObl UX OTOBPaXKeHUs! U AENCTBUS, KOTOPbIE AOMKHbI ObITb NpU
3TOM BbIMOSHEHBI;

C) MHCTPYKUMUM Ans 06Cny>xuBaHus U KanubpoBKu;

d) nogpoBHY0 KOHTAKTHYK MHPOPMAaLMIO NO TEXHUYECKOW noaaepxke.

9.2.2 YcTtaHOBKa (MOHTaX)

9.2.2.1 MecrTo, rae Oyner yctraHOBnNeHo ob6opyaoBaHue, BKNoYaa Bce TpebGoBaHMA K NUTaOWUM Cpe-
JaM, AOMKHO ObITk cneunduunpoBaHo. Jliobble cneumanbHbie YCNOBUA U NPEAOCTOPOXXHOCTHU AOMKHbI ObITh
onpeaeneHsl (Hanpumep, ycTtponcrea 6e30nacHoCTH).

9.2.2.2 [OomkHa ObITb B HANUYMM UHCTPYKLUUS MO YCTAaHOBKE, BKNIOYAIOLWasn B ce0s1 MHCTPYKLMKU NO OXpa-
He 340pOoBbs U TeXHUKe Be3onacHOCTK ANs nepcoHana.

9.2.2.3 Ecnu npuMeHUMO, A0MKHbI ObiTh YKasaHbl YCrOBUS 6€30NaCHOr0 XpaHEeHUs CTEPUIU3YIOLLEro
areHTa npu COXpPaHeHMU €ro Ka4ecTBa U CocTaBa COrnacHo cneuudukaumn.

9.2.2.4 Tepepa BbINOMHeHWEM aTTecTaummn MoHTaxa (IQ) Heob6xoauMO NOATBEPANTL CTATYC KanMbpoBKK
BCeX NPUOOpPOB (BKMHOYAA KOHTPONbHbIE NPUMBOPELI), UCMONb3YEMbIX AN MOHUTOPUHIA, KOHTPONS, UHAUKALMK
n 3anucu (cm. 4.3.3).

9.2.2.5 flomkHO ObiTb NPOAEMOHCTPUPOBAHO, YTO OOOpyAOBaHWE, pa3nNUYHble BCMOMOrarenbHble
YCTPOICTBA M YCTPONCTBA XPaHEHMA NOCNe YCTaHOBKM paboTaloT B COOTBETCTBUM C HA3HAYEHUEM.

9.3 AttecTtaumsa akcnnyarauum (OQ)

9.3.1 lMepea BbINOMHEHMEM aTTECTaLMM IKCMIyaTaLMmn AOIDKEH ObiTh NOATBEPKAEH CTATYC KanMbpoBKM
BCEro MHCTpyMEHTa (BKIOYasA BCE KOHTPONbHbIE MPUOOPLI), UCMONL3YEMOIO AN MOHUTOPUHrA, KOHTPONS,
nHaukaumm n 3anucu (cm. 4.3.3).

9.3.2 Attectauma akcnnyatauuu (OQ) gosmkHa NpoAEMOHCTPUPOBATh, UTO YCTaHOBMEHHoe obopyao-
BaHWe cnocoBHO BLINOMHATL creunduumpoBaHHbIi npouecc (cMm 8.11) B npeaenax onpeaeneHHbiX ANa Hero
[JOMyCKOB.

9.4 AtTecTaumsa 3kcnnyarupyemoro o6opyaosanua (PQ)

9.4.1 Onsa npubopoB, UCMONb3yeMbIX NPU BbIMOSIHEHMU aTTECTaLMMN IKCNNyaTupyeMoro o6opyaoBaHus
(PQ), nomKHbI BbITb NONMHOCTLIO BLINOMHEHbI KANUOPOBOUYHbLIE AeWCTBUS (CM. 4.3.3).

9.4.2 Cnocob noaroToBKM NPOAYKTAa K CTEpPUnU3aumm, BKNIOYasA OPUEHTAUMIO NPOAYKTA, AOIDKEeH ObiTh
yKa3aH.

9.4.3 TpoayKT, UCNOMNb3yeMbIi NPU BbINOMHEHUU aTTecTauum kcnnyaTtupyemoro obopyaoesanus (PQ),
JOMKeH ObITb YNAKOBAH MAEHTUYHO YNAKOBKE NPU PYTUHHOW CTEpUNU3aLuu.

9.4.4 [JomkHbl ObITb MONYYEHbI AAHHbIE, AEMOHCTPUPYIOLLME AOCTMXKEHUE BO BCEW CTEPUNU3ALNOHHON
3arpyske onpeaeneHHbIX (OU3nYeCcKMX N/Mnm XMMMYeCcKUX yCnoBuin B npeaenax 3afaaHHbiX Ans HUX A0NYCKOB.
B3auMocBA3nM Mexay yCnoBUSIMU, MPUCYTCTBYIOLLIMMU B TOYKAX, PYTUHHO UCMONbL3YEMbIX ANA MOHUTOPUHrA
npouecca crepunu3sauum, AOMKHbI ObiTb onpeaeneHbl U ONUCaHbl (YCTAHOBAEHB!). 3TO AOCTUraeTca nytem
onpeaeneHns 4OoCTWKeHUs cneumudULMpPOBaHHbIX YCNOBUI B 3apaHee onpeaeneHHbIX TOYkax BO BCeM 00be-
Me CTEpUnU3aLyMOHHON 3arpy3Ku.

9.4.5 Mukpobuonormyeckme UCcneioBaHusi, BbiNOMHAEMbIE B XOZ1€ aTTecTaummn 3KcnnyaTtupyemoro o6o-
pyaoBaHusi, OIKHbI BKMOYaTh B ce0s nogayvy CTepunuaylowero areHTa npu Takux ycrnoBusx, YTobbl CTeneHb
€ro Bo3aencTeus Obina NOHMXKEHA N0 OTHOLLEHUIO K TAKOBOW B CTEPUNU3ALMOHHOM npouecce. JKkcTpanons-
LMIO PEe3ynbTaroB TAKOW MOHMKEHHOW CTENeHW BO3AENCTBUA CnefyeT MCnonb3oBaTb ANA NPOrHO3UPOBAHUA
TOrO, YTO NMPU BbINOSIHEHWU CAMOI0 CTEPUNIU3ALMOHHOTO nNpouecca ByayT AOCTUTHYTHI crieuudULMpOBaHHbIE
TpeboBaHua K cTepunbHOCTU. Moaxoabl K onpeaeneHuio Npouecca, onucaHHble B npunoxenusax B, C u D, Tak-
KE MOTYT ObITb NPUMEHUMbI NPU BbINONIHEHUM MUKPOOMONOrMYECKMX UCCNEAOBAHUIA B XOA € aTTeCcTaLun.

9.4.6 Buonoruyeckme UHAUKATOPbI, UCMOMNb3yEMbIE B TEYEHUE MUKPOOUONOrMYecKol arTecTauum Kc-
nnyatupyemoro o6opyaoBaHusi, A0MKHbI COOTBETCTBOBATL TpeGoBaHusim 8.3.

9.4.7 Ecnu npoBepKy CTEPUILHOCTM BbIMOMHSAIOT HA NPOAYKTE, 00pabOTaHHOM B YCIOBUSIX, ONMUCAHHbIX
B 9.4.5, TO TaKyl0 NPOBEPKY CrieZlyeT BbIMOMHATL COrnacHo Tpebosanusim NCO 11737-2.

9.4.8 Ecnu B Xoe artectauum aKCniyatupyemoro o6opyaoBaHusi UCNOMb3YIOTCA XMMUYECKME UHAMNKA-
TOpPbI, OHW AOJDKHbI COOTBETCTBOBATL TpeboBaHusim 8.4.
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9.4.9 Ecnu B xoae atTectauum akcnnyatupyemoro o60pyaoBaHua UCnonb3yoTcs YCTponcTea Ans Uc-
nbiTaHus npouecca (PCD), OHKU AOMXHbI COOTBETCTBOBATL TpeGoBaHNAM 8.6.

9.4.10 AtTecrtauus akcnnyatupyemoro obopyaosanusa (PQ) gomkHa BKMoYaTh B ceba cepuio U3 MUHU-
MYM Tpex NocneaoBaTenbHbIX yaaq4HbIX CTEPUNU3ALIMOHHBIX NPOLECCOB, BbIMOSIHEHHbIX HA NPOAYKTE B Npeae-
nax onpeaeneHHbIX 40MYyCKOB, ANA AEMOHCTpaLMy BOCNPOU3BOAMMOCTU NpoLecca. Pedynbsrartel atTectaumu
aKcnnyaTupyemoro o6opyaoBaHusi, BbIXOAsALLME 38 Npeaernbl YCTAHOBMNEHHbIX AOMYCKOB, A40JKHbI ObITh pac-
CrnefoBaHbl, U N0 pe3ynbTaTtaM AOMKHbI ObiTb ONPeAEneHbl U BbIMOSHEHLI KOPPEKTUPYIOLLME NENCTBUA Nepes
HOBOW cepuer npoueayp crepunusauum.

JomkHa ObiTb BbINOMHEHA NOCNEAOBATENLHOCTL U3 TPEX YAAYHbIX NPOLIECCOB CTEpUNU3auuu, ecrnn
TOINbKO BbIXOAbI 3@ Npefenbl yKa3aHHbIX AONYyCKOB He OyayT ABMATLCA CNeACTBUEM BO3AENCTBUSA (DAKTOPOB,
He BNUsilOLLMX Ha 3hheKTMBHOCTL Banuampyemoro npouecca. Takue pakTopbl AOMKHbI ObITb JOKYMEHTUPO-
BaHbl KaK He UMEIOLLME OTHOLLEHWNS K KaY4eCTBY BbINOMHEHUA npoLecca.

TMpumep — Takumu pakmopamu mo2ym 6bimb, Harpumep: c6ol N0dayu N1eKMposHepauU, HeHadnexawee
mexHuYeckoe obcnyxuearue unu c6oli sHewHeli MOHUMOPUH2080U CUCMEMBI.

9.4.11 YpoBHU NntoBbIX NPOLIECCHLIX OCTAaTKOB MOCHE IKCMOHMPOBAHUS HA BEpPXHEW rpaHuue aonycka
NPOLECCHbLIX NAapaMeTpPoB AOMKHbI ObIThb HKE cneuudULMPOBAHHbLIX NPeaeros, UAEHTUMULIMPOBAHHbLIX B
X0fle aHanu3a pUMcKoB ANA 340poBbA (CM. 8.8).

9.4.12 [omkHo BbiTb NOATBEPXKAEHO, YTO NPOAYKT OTBEYAET CBOeN cneumdukauum no 6e3onacHoCTy,
KayectBy M paboTOCMOCOGHOCTM NOCME MPUMEHEHUSI ONPEeAEerieHHOro CTepUnNU3auuoHHOro npoiecca npu
BEPXHUX rpaHuLax 4onyckoB napaMeTpoB npouecca.

MpumedaHune — [Ons BLINOAHEHUS 3Toro TpeboBaHUS MOXET GbITb MCNONL3OBaHa MH(OPMaLMA, cobpaHHas B
cooTBeTCTBMM C 8.9.

9.5 AHanus u yTBepXxaeHue pesynsratoB Banuaauuu

9.5.1 Llenb aTux aeiicTBuit — npoaHanu3upoBarb U JOKYMEHTUPOBAaTh pe3ynbrartbl 0630pa AaHHbIX, MO-
NyYeHHbIX B X0A€ Banuaauuun, Ans NnoATBEPXAEHUA NPUEMIIEMOCTN NPOLECCa CTEPUNU3aLMmu n yTBepxaeHus
cneyudukaLmmn CTepunm3aLmoHHOro npoLeccea.

9.5.2 NHdopmauus, cobpaHHasi UM NonyvyeHHas B pesynbrate artrectaumii 1Q, OQ n PQ, aomkHa
ObITb 3anMcaHa U NpoBepeHa Ha NpuUeMnemocTb (CM. 4.1.2). Pe3ynbTaTbl OLEHKU JOIDKHbI ObITh 3anucaHbl
(cm. 4.1.2).

9.5.3 MonHasa cneundukauus NpoLecca, BKNoYas napameTpsl NpoLecca U ux Aonycku, AOMmkHa ObiTb
npoBepeHa U yTBepXkaeHa. 3Ta crieumdukaums Takke AOMKHA BKMovaTh B cebs kputepumn ans pa3pabotku
MHAUBUAYATbHBIX CTEPUNM3ALMOHHBIX MPOLECCOB, UCMNOMb3YEMbIX ANS CNEUMdPUYEcKuX CTePUnM3aLnoHHbIX
3arpysok Kak NoATBEPKAEHHbIX NPOLIECCOB.

10 TeKylimMe MOHUTOPUHI N KOHTPOJb

10.1 Uenb TeKyLUMX MOHUTOPWHIA U KOHTPONS — NPOAEMOHCTPUPOBATL, YTO NPOAYKT Obin obpaboTaH
BanuManupOBaHHbIM U CneundULMpPOBaHHbBIM CTEPUIU3ALMOHHBLIM NPOLIECCOM.

10.2 JorxHbl ObITb B HANMYMW AOKA3ATENBLCTBA, NOMYYEHHbIE C MOMOLLBIO U3MEPEHUIA, NOAAEMKAHHBIX
npu HeoBxoaumocTu Bronornyeckummu uHaukatopamu (cm. 10.5) unu xMMmM4eckumm nHamkatopamu (cM. 10.6),
nokasblBaoLLme, YTO CTEPUNU3ALIMOHHBIN Npouecc Obin BbIMOMHEH B Npeaenax onpeaeneHHbIX 0MycKoB (CM.
Takke 9.5.3).

10.3 [aHHble cneayeT 3anucbiBaTh AN AEMOHCTPaLUMM HaXOXAeHUa napaMeTpoB npolecca B npeje-
nax onpegeneHHbIX AOMyCKOB.

10.4 Bce 3anucu crnegyet CcOXpaHATb COrnacHo TpebosaHuam 4.1.2.

10.5 Ecnu B TeKyLMX MOHUTOPUHIE U KOHTPOSE MCNONb3YIOTCA OMONormyeckne UHAMKaTopbl, TO OHU
OOMKHbI COOTBETCTBOBATL TPeboBaHuAM 8.3, nepeuncneHus a) u b).

10.6 Ecnu B TEKyLLMX MOHUTOPUHIE U KOHTPOJE MCMOMb3YIOTCA XUMUYECKME UHANKATOPbI, TO OHU JOIK-
Hbl COOTBETCTBOBATL TpeboBaHMAM 8.4.

10.7 Ecnu B TEKYLUMX MOHUTOPUHIE U KOHTPOIE UCMONb3YIOTCA YCTPOWCTBA ANA UCNbLITAHUSA npouecca
(PCD), TO OHM AOMKHBI COOTBETCTBOBATHL TpeboBaHusM 8.6.
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11 Bbinyck npoaykra nocne crepunusaumm

11.1 MNpoueaypa BbiNycka NpoaykTa Nocne crepunusauuu AormkHa ObiTb ykadana. 3ta npoueaypa
AomkHa ObiTb onpegeneHa no kputepuam (cm. 9.5.3), 0603HaYaOLWMM CTEPUNM3ALIMOHHLIA NPOLIECC KakK CO-
OTBETCTBYIOLWMI cneumdukaymn.

11.2 MapameTpuyueckuii BbiNnyCK MOXeET OblTb UCMONb30BaH, €CMKN BCE napameTpbl NpoLiecca ykasaHbl,
KOHTPONMPYIOTCA U OTCREXUBAIOTCA HaNpAMYlo. 3anMcu napameTpoB Npouecca AOMkHbI ObiTb COXpaHEHbI
(cm. 4.1.2).

11.3 Ecnu ansi MOHUTOPUHFA CTEPUNU3ALMOHHOIO MPOLECCa MCNONbL3YIOT BMONOrMYecknue U XuMu-
yeckue uHgukatopbl (cM. 10.5 u 10.6), pesynerartbl 06paboTKM 3TUX UHANKATOPOB NPOLIECCOM AOIKHbI ObITh
BKJIOMEHbI B KPUTEPUM BbiNyCcka NPoAYKTa Nnocne cTepunusauuu.

11.4 Ecnu kputepuu, ykasaHHble B 11.1, He AoCTUraloTcs, NPpoAYyKUMA A0IKHA OblTb PAaCCMOTPEHA Kak
HECOOTBETCTBYIOLWE 00paboTaHHan B COOTBETCTBUU C JOKYMEHTUPOBAHHBLIMU npoueaypamu (CM. 4.4).

12 MNMoanepxaHune 3cheKTUBHOCTU NpoLecca

12.1 O6wwue Tpe6oBaHNA

MpoaomxutenbHas 3¢hhHEKTUBHOCTL CUCTEMDI AN 06ecneYeHns HYXXHOTO COCTOAHMA NpoaykKTa, npea-
CTaBNEHHOrO Ha cTepunu3aumio (cM. 7.3), AomkHa ObITb NPOAEMOHCTPUPOBAHA (CM. 7.4).

12.2 Mepekanubpoeka

TOYHOCTb M HAAEXKHOCTb U3MEPUTENbLHBLIX NPUOOPOB, CNOMbL3YEMbIX ANA KOHTPONSA U MOHUTOPUHTA CTe-
pUnM3auMoOHHOro npouecca, cneayer nepuoanyecky noeepsrb (cm. 4.3.3).

12.3 O6cnyxuBaHue o6opyaoBaHuaA

12.3.1 Mpodunakruyeckoe o6CnyxmMBaHue cneayeT NNaHUPOBaTh U BbINOMHATL COMNACHO YKa3aHHbIM B
JOKyMeHTauun npoueaypam. Mpoueaypbl ANa KaXa0ro 3annaHupoBaHHOTO Buaa 06Cny>xmMBaHua U 4acToTa ux
BbINONHEHUS A0MKHbI ObITb YKasaHbl. 3anucu 06 obcnyxumBaHum cneayeTt coxpaHsTh (CM. 4.1.2).

12.3.2 O6opyaoBaHne He crieayeT UCMonb3oBaTh Ans 06paboTku Npoaykuuu, noka He GyayT yCnewuHo
BbINOMHEHLI U 3anUCaHbl B YYETHbIN XXypHan COOTBETCTBYIOLME paBoThl N0 06CNY>XMBAHMIO.

12.3.3 Cxema obcnyxuBaHusi, npoueaypbl o6CnyxMBaHMa U 3anucu O NpoBeAeHUU 0BcnyXuBaHus
[JOIMKHBLI PErynspHO nepecmaTpuBarbCsl YNONHOMOYEHHbIM nMUoM. PesynstaThl OCMOTpa CrneayeT 3anuchl-
Batb (CM. 4.1.2).

12.4 TNepeatTecTaumua

12.4.1 TepeartTecTauuio CTEPUNU3ALMOHHOTO NPoLIECca ANA YCTAHOBAEHHON NPOAYKLUUN U YKa3aHHOTO
o6opynoBaHusi crieayeT NpoBOAUTL C ONpeAeneHHON NEPUOANYHOCTLIO. YPOBEHL BbIMONHEHUA NepeaTTecTa-
Uun AOIMKeH BblITb 0O0CHOBAHHbLIM.

12.4.2 Mpoueaypbl nepeaTTecTaumu oMKHbI ObITb YKkasaHbl U 4O0IKHbI ObITb COXpaHeHb! (CM. 4.1.2).

12.4.3 [JaHHble, nony4eHHble B Xo4e nepearrecrayuu, 4OMkHbI ObiTb NEpecMOTPEHbl U CPaBHEHbI CO
cneynuLMpoBaHHBIMU KPUTEPUSIMU NMPUEMIIEMOCTU B COOTBETCTBUN C JOKYMEHTMPOBAHHBIMU NpoLeaypamMu.
3anucy o Takux nepecmMoTpax nepearrectauui 40mkHbl ObiTb COXpaHEHbl (CM. 4.1.2) BMeCTe C 3anucamm o
CAENaHHbIX KOPPEKLMSIX U KOPPEKTUPYIOUX AeHCTBUAX, BLINOMHEHHLIX B CAy4asx, korga cneuuduumposaH-
HbI€ KPUTEPUN MPUEMIIEMOCTU HE ObINU AOCTUTHYTLI (CM. 4.4).

12.5 OueHka n3MeHeHun

12.5.1 Jliobble M3MEHEHUS B CTEPUNU3ALMOHHOM 060PyA0BAHUM, KOTOPLIE HENOCPEACTBEHHO MOTYT MO-
BNUSATL Ha CTEPUNN3ALMOHHBIN NPOLIECC, AOMKHBLI ObiTb OLlEHEHbl. ECnn npu3HaeTcs, YTo U3MEHEHne MoXeT
NoOBNUSITb HA 3PEEKTUBHOCTL CTEPUINU3ALIMOHHOTO NpoLuecca, cneayet NOBTOPUTL YacTu aTTecrauum MOHTa-
wa (1Q), arrectauum akcnnyarauum (OQ), atrectauum akcnnyatupyemoro o6opyaosanus (PQ) (cm. pasaen 9).
Pesynbrathl OLEHKM, BKINioYasi 060CHOBAHME NPUHATUSA PELUEHUR, A0MKHbI ObiTb 3anucaubl (CM. 4.1.2).

12.5.2 JTioBble UsMEHEHUS B MPOAYKLMK, €€ YNakoBKe, NOArOTOBKE K CTEPUNU3aummn A0mkHbI ObiTb oLie-
HEHbI C TOYKW 3PEHUSA UX BIIUAHUS HA CTEPUNU3ALMOHHLIA nNpouecc. [JomkHbl GbiTb BLINOMHEHLI OCHOBLIBAIO-
LMecs Ha NpUpOAE yKkasaHHbIX U3MEHEHUI YacTu onpeaeneHus npouecca (cm. pasaen 8) u/unu PQ (cm. 9.4).
Pe3ynbTaThl OLEHKM, BKMOYas 060CHOBAHUE NPUHATBIX PELLEHUI, A0MKHbI ObITb 3anucaHbl (M. 4.1.2).
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MpunoxeHue A
(obsizaTenbHoe)

PakTopbl, YYUTbIBaeMble NPU BbIGOPE MUKPOOPraHU3MOB OISl AEMOHCTPaLUN MUKPOOOLMOHOMN
acpcpeKTUBHOCTH
A.1 O6wwme nonoxeHusA

OTO NpUNoXeHWe NpeacTaBnseT pakTopbl, paccMaTpuBaeMble Npy BeIGope MUKPOOPraHU3MOB, UCTIONB3YyeMbIX ANs
AEMOHCTpaLMKN MUKPOGOLMAHOW ahPEKTUBHOCTI CTEPUNU3YIOLLEro areHTa. B Tabnuue A.1 npuBegeHsbl NpMMepsbl MUKPO-
OpraHWM3MoB, KOTOpkle MOTYT GbiTh UCMONb30BaHbl B Takux UccnegoBaHusaxX. Tabnuua A.1 He SBMNSETCA WcHepnbiBaroLLe,
¥ ANA HOBBIX CTePUNU3aLMOHHBIX NPOLIECCOB He criegyeT npegnonaratb, YTO MUKPOOPraHWaMel, NepevucrieHHble B Tabnu-
ue A.1, 6yayT Haubornee pe3NCTUBHEIMU.

A.2 V\gpeHTudUKaLmua KOHTPONbHbIX MUKPOOPraHM3MOB

[JaHHble, nony4eHHble Npy JeMOHCTpaLMn MUKPOGOLMAHOWR 9D EKTUBHOCTH, AOMKHBI ULEHTUDULMPOBATL NOAXO-
AALLMA KOHTPOMBHbLIA MUKPOOPraHu3m AN UCNOML30BaHUA B Ka4eCTBe NpefCcTaBUTeNbHOW MOAENU BICOKON conpoTUBNA-
€MOCTM BO BpeMs XxapaKkTepusaLmy CTepunn3aLMoHHOro areHTa u, ecriv NPMMEHUMO, B UCCIeA0BaHUSAX AN onpeAeneHns
npouecca.

MpumevyaHue — B oblyem cnyvae BuibMpatoT GakTepuanbHble crnopbl.

A.3 Bbi6op MuKpoopraHusmoB

Mpu BeIGOpe MUKPOOPraHW3MOB, UCMOML3YEMbIX AN AEMOHCTPaUUN MUKPOBOLMAHON 3PHEKTUBHOCTU CTEpUNU-
3YIOLLEro areHTa, cnegyeT paccmartpusaTh crnepytoLee:

a) MUKPOOpraHusMbl C U3BECTHON BLICOKOW CONPOTUBNSAEMOCTLIO CTEPUNU3YIOLLEMY areHTy UNKU C OXWAaeMOoii Bbl-
COKOW COMPOTUBIISEMOCTbLIO COMacHO MHPOPMaLMK U3 HayYHOW NUTEpaTypbl UNKU U3 3HaHWS cnocoba aeicTeuA crepu-
TNN3YIOLLIEro areHTa;

b) MMKpoopraHuambl ¢ W3BECTHOW COMPOTUBNAEMOCTBIO XOPOLWO XapaKTepuU3oBaHHOMY CTepUnU3alUuoHHOMY
npoLieccy;

C) TWMbl MUKPOOPraHM3MoB (a3pobHble U aHadpobHble, rpaMnoNOXuUTeNbHbIE U rpaMoTpulaTenbHole GakTepuw,
GakTepuanbHble cnopel, MUkoGakTepum, rpubhbl, BkNoYas cnoposble GopMbl, APONCKU, NAapasnUTbl U BUPYCHI),

d) MUKpoopraHusMbl, MPUCYTCTBYIOLLME HA MaTepuanax KOHCTPYKLUW NPOAYKTa U B OKpyXatoLLei cpeae, B KOTOpoii
n3roTasnvBaeTcsa NPOAYKT;

€) MWUKpoOopraHuaMmbl, KOTopble 6bINK BeiAeNeHLI BO BpeMs npoLecca onpeaeneHnsa GUoHarpy3sku, BoINONHEHHOMO Ha
TMNOBOM NpoAyKTe, noanexatiem obpabotke, W, ecnv NPUMEHUMO, MUKPOOPraHU3MbI, NPUCYTCTBUE KOTOPLIX BEPOSITHO Ha
MEAULIMHCKUX N3O ENNAX MHOrOKpaTHOMO NPUMEHEHUS B pe3yrTaTe UX NpefBapuTENbHOro UCMONb30BaHUS Ha NaLueHTe.

Bei6paHHble MUKpoopraHuamel U o6ocHoBaHWE Mx Bblibopa AOMKHLI GbITh 3anucaHbl (cM. 4.1.2). 9T Mukpoopra-
HU3Mbl MOTYT 6bITb 0603Ha4eHbI CChINKON Ha NPU3HAHHYIO KOMIEKLMIO KyNBTYP UK € NMOMOLLbI0 MHOTO uaeHTUdukaTopa,
No3BoNALLEro NpocnefuTs NCTOYHUK.

MpumevyaHue 1 — NHpopMaLua B OTHOLLEHMU MUKPOOPraHW3MOB, NpuBefeHHasa B A.3, nepeuucneHue b),
AomKHa oBecnevnBaTb CpaBHEHUE C APYTMMUA CTEPUIIM3ALMOHHEIMU NpoLiecCamMn U rapaHTMpOBaTh, YTO B UCCNEAOBaHUS
BKJTHO4EHbI XOPOLLO XapaKTepn3oBaHHbIe MUKPOOPraHU3Mbl.

MpumeyaHuUe 2 — MHakTMBaLWsa BUPYCOB W/unu napasutoB [(cM. A.3, nepevucneHune c)] sBnsietcsi NpeaMeTom
ocoboro paccMOTpeHUsi B MpoLeccax, UCMonb3yeMblX Ars CTEPUNU3aLyMmU NpoayKToB, CoAepXallux mMatepuanbl XUBOT-
Horo npoucxoxgeHus (cM. Takke MCO 22442-3), Tak Xe, Kak U B npoueccax Ansi NoBTOpHOW o6paboTku MeauLUUHCKUX
U3 ENUii B y4pexLeHNsX 34 paBoOXpaHeHUs.

MpuMmevyaHue 3 — lpu paccMOTPEHUU UHPOPMaLUMKN, NONYHYEHHOW B OTHOLLUEHMM MMKPOOPraHu3MoB no A.3,
rnepevucneHune e), criefyer oTMETUTb, YTO COMPOTUBMSEMOCTb OpraHu3mMa, U3oNMpOBaHHOMO OT NpoAyKTa, MOXET ObiTb
M3MeHeHa 3a CYeT peKynsTuBaLmu.

Tabnuya A1 —TpuMepbl BO3MOXHbIX UCMbITATENBHBLIX MUKPOOPraHU3MoB

BakTepuarnksHbie cnopsi Bacillus atrophaeus, Geobacillus stearothermophilus, Clostridium sporogenes
BeretatuBHble GakTepun Staphylococcus aureus, Salmonella choleraesuis, Pseudomonas aeruginosa
el [e1%] Trichophyton mentagrophytes (conidia), Candida spp.

MukobakTepum Mycobacterium terrae

HenunuaHele BUpychl Hepatitis A, Parvovirus, Poliovirus type 1 (attenuated)

JlunugHele Bupychl Herpes simplex

MapasuTsl Cryptosporidium parvum

MpumevaHue 1 — [aHHasa Tabnuua He SABMSIETCH BCEOOBEMIIIOLLMM CMUCKOM MUKPOOPraHM3MOoB, Nnoarexa-
LUMX OLieHKe, U He paccuuTaHa Ha OXBaT BCeX (DakTOpPOB, OMpefeneHHbIX Bbilie ANS OTAeNbHLIX CTepUIIN3aLMOHHBIX
npoueccoB. JaHHas Tabnuua ABnseTca NuLlb MHHOPMAaLMOHHON.

MpumeyaHue 2 — BupycHas KynsTypa MOXET UCMONb30BaTh STH0GYH0 NOAXOASILLYIO KITETOUHYH JIMHUIO, KOTO-
pas npocnexwsaema U st KOTOPOiA N3BECTHO YNCIIO NMPOXOA0B.
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FOCT P UCO 14937—2012

MpunoxeHue B
(obsizaTtenbHoe)

Moaxop 1. OnpegeneHue npouecca, 6a3upyOLWErocA Ha UHaKTMBALUMM MUKPOOHOW NONynNALMU
B €e eCTeCTBEHHOM COCTOSAHUU

B.1 O6wwue nonoxeHusa

MeTogbl, onucaHHble B MCO 11137-2, ABNAOTCA NpUMepaMu Toro, Kak ornpefenieHne npouecca MOXET ObiTb nony-
YeHO, OCHOBLIBasACb Ha MHAKTUBaL MU MUKPOOHOI MOMYMALMU B €€ eCTECTBEHHOM COCTOSHUN.

B.2 BbiGop npoaykra

MpoaykKT, BbIGpaHHbIA AN UccrnefoBaHUs Npw onpegeneHun npolecca, JomkeH 6biTb TUNWYHBIM NPeAcTaBUTeNeM
PYTUHHOW NPOAYKLMMN.

B.3 Mpoueaypsbl

B.3.1 MNoaBepratoT NpogyKT BO3AENCTBUIO CTEPUITUBYIOLLErO areHTa ¢ 3apaHee 3ajaHHbIMU yBEMMYEeHUSAMN Npeano-
naraemoro npouecca cTepunusauun. YcraHaenuearT Tpebyemble TOHHOCTb 1 NOrPeLLHOCTb YBENUYEHUA, KOHTPONMUPYOT
1 OTCNEXUBAKOT NoAady CTepUNU3YIOLLEro areHTa, YTobbl 0CTaBaTbCs B 3afjaHHbIX npefenax.

B.3.2 lNocne Bo3geNCTBUS CTEPUNM3YIOLLEro areHTa BbINONHAT UHAUBUAYaNbHYIO NPOBEPKY CTEPUNBHOCTU Npo-
LYKTOB B COOTBETCTBUM ¢ TpeboBaHusmu MCO 11737-2.

B.3.3 OnA onpeaeneHns ctepunun3aLMOHHOro npoLecca UCMonb3yT 3HaHWA O B3auMOCBSA3N MexAy Aonei npo-
OYKUMK, He noKasaBlUei pocTa Npu NPoBepKe CTEPUIBLHOCTU, U CTENEHBIO BO3EACTBUS CTEPUMM3YIOLLIErO areHTa.

B.4 MNopnepxaHue athcpekTMBHOCTU NpoLuecca

MoaTBepxAatoT HeMpepLIBHYO NPUrOAHOCTE CTEPUIU3ALMOHHOrO NpoLiecca Yepes onpefenerHHble MHTepBans! Bpe-
MEHU, UCNOMb3YA NPOAYKT, ABNSIOLMIACS TUMUYHBIM NPEACTABUTENEM PYTUHHOIO NPOU3BOACTBA (CM. 12.4).
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lMpunoxexnune C
(obsa3arenbHoe)

Mogxop 2. OnpegeneHue npouecca, 6a3upyroulerocs Ha MHaKTUBaLUUKN TeCT-MUKPOOPTaHU3MOB
M 3HaHUM OMOHArpy3kun

C.1 O6wan uHdopmauus

3T0T Nnoagxoa 6bin HasBaH «KkOMOGUHUPOBaHHBLIM METOAOM GUonoruieckoro UHAUKaTopa/GuoHarpyskn». PykoBoaCTBO
no UCNonb3oBaHuUIO flaHHoro Metogda cogepxutca B MICO 14161.

C.2 Mpoueaypa

C.2.1 YcTaHaBnuBaloT TOMKY (TOYKU) NPOAYKTa, B KOTOPOI JOCTUXEHUE CTEPUNBHOCTU Hanbonee 3aTpyaHEHo.

C.2.2 CospaloT Harpy3ky Ansi CTepUriu3aumMoHHOro NpoLiecca, cogepikallyto U3BECTHOE YMCNO MUKPOOPraHU3MOB C
M3BECTHOW CONPOTUBIIAEMOCTBIO CTEPUIU3YIOLLIEMY areHTY, C MOMOLLIbIO OAHOMO U3 CReayoWnX NOAX0A0B:

a) pasmelyeHne OMONOrMYECKUX WHAMKATOPOB B MNPOAYKTe B MecTax, rae Haubonee CNOXHO AOCTUYL
CTepPUNbLHOCTH,

b) WHOKYNAUMA KOHTPONbHLIMM MUKPOOPraHW3MaMu TeX MecT B NpoaykTe, rae Haubonee CroXHO [OCTMYb
CTePUNbLHOCTMN.

C.2.3 YnakoBbiBaloT Harpy3Ky TeMm e cnocoboMm, YTo U PyTUHHO NPOU3BOAMMEIA NMPOAYKT, U BKITIOYAIOT €€ B CTEpU-
TIM3aLMOHHYIO 3arpy3kKy.

C.2.4 ObpabaTbiBaloT CTEPUINM3ALIMOHHYIO 3arpy3Ky CTEPUNU3YIOWUM areHTOM NpU YCMoBUSIX, BbIOpaHHbIX A4S no-
NyYeHUs MeHbLUeW NeTasibHOCTU, YeM B PYTUHHO UCNONb3YeMbIX YCNOBUAX, YTOObI ObINM MHAKTUBMPOBaHbLI HE BCE KOH-
TPOrbHEIE MUKPOOPraHU3MbI.

C.2.5 Ecnu cTtepunusaLuoHHBbIiA nNpolecc BkNovaeT B cebs 06paboTky XMMUYECKUM areHToM, obecneunsaloT, 4To-
6bl ero MukpoboLmaHoe u/unu mukpoboctaTuieckoe feicTene 6bINo0 HagnexalM obpasom HeiTpanusosaHo 40 NoA-
c4YeTa YMcna BbXUBLUMX MUKPOOPraHU3MOB.

MpumevyaHune — Cm. UCO 11138-1, npunoxeHune B, Ana nHpopMaLum o MeToaax onpefeneHus npekpaLleHus
pocrTa.

C.2.6 OnpepensioT YMCINO BbKMBLUUX MUKPOOPraHUM3MOoB NGO NPSMBIM NOACHETOM, NINGO ¢ NPUMEHEHNEM TEXHUKN
OLIEHKM Hanboree BEPOATHOrO KONMMYeCTBa.

C.2.7 BblMMCAAIOT cTeneHb MHAKTUBALMKU KOHTPOIbHBIX MUKPOOPraHU3MOB.

C.2.8 3Hada 6uoHarpysky (yCTaHOBNEHHYIO B COOTBETCTBMU C 7.4) U CTeNeHb UHAKTUBALIMN KOHTPOMbLHBLIX MUKPO-
OopraHWaMoB, onpefenslT cTeneHb 06paboTkn, HeobxoauMylo ANS AOCTUXEHUS cneunduumpoBaHHbIX TpeboBaHU K
CTEPUMBHOCTM.
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Mpunoxexune D
(obazarenbHoe)

Moaxon 3. KoncepeaTuBHOE onpeaeneHne npouecca, 0CHOBAHHOIO Ha UHaAKTUBaLUKN
TeCT-MUKPOOPraHM3mMoB

D.1 O6was uHcdopmauus

3TOT noaxof K onpeAernieHnto npoLecca WUPOKO NPUMEHANCA 0COGEHHO B YHUpEXAEHUNAX 3apaBooxXpaHeHns Ans
MHoOrokpaTHo obpabaTbiBaeMblX U3fenuid. ATTecTauns CTepUNM3aLMoHHOro npouecca AN Takux NPOAYKTOB UCMONb3yeT
noaxoA, OTNUYAIOLLMIACSA OT NnoAxoAa, NoAXoAALLero Ans snepeble o6pabaTeiBaeMoro NpoaykTa. 3To CNeAcTBUE TOro, YTO
HarpysKy Ha CTepUnu3aLMOHHbIA NpoLiecc B 3TOM crnyvae onpeaenuTb CNoXHee U Npouecchl NpeaBapuTenbHoi o6pabot-
KW, TaKue Kak OYUCTKa, CNoXHee BanuauMpoBaTh U KOHTponuposaTh (CM. 7.3 u 7.4). o 3Toi Npu4nHe CTepunusauuoHHbLIe
npoueccel, NPUMEHSIeMbIE B 3TUX ClyYasix, 3a4acTyto 6onee KOHCepBaTUBHbBIE U UCNONB3YIOT cTeneHb 06paboTkn, NpeBbl-
LatoLLto CTeneHb, HeO6XOAUMYIO AT OCTUXEHNS cneundULUpoBaHHbIX TpeboBaHwii K cTepUNbHOCTU. OTOT nogxoA 6bin
Ha3BaH «NoAXoA0M MaccoBoii rnbenu» (overkill approach). PykoBoacTBo no aToMy Metoay npusegeHo B UCO 14161.

D.2 Mpoueaypa

D.2.1 YcTaHaBnuBaloT TOUKY (TOMKU) NpoAyKTa, B KOTOPOWA(bIX) AOCTUXKEHUE CTEPUNBHOCTU Hanbonee 3aTpyAHEHO.

D.2.2 Co3paloT Harpysky Ans CTEPUNU3aLMOHHOrO NpoLecca, CoAepXaLlyto N3BECTHOS YUCNO MUKPOOPraHN3MOB C
M3BECTHON CONPOTUBNAEMOCTLIO CTEPUITU3YIOLLIEMY areHTY, C MOMOLLIbI0 OAHOMO U3 cneayownx NOAX0A0B:

a) pasMelleHne BUONOrUYECKUX MHANKATOPOB B NPOAYKTE B MeCTaX, rAe Hanbonee CNoXHO J0CTUYb CTEPUNBHOCTY,;

b) WHOKYNALUMA KOHTPOSIbHBIMU MUKPOOpPraHW3Mamu TeX MecT B NPoAykTe, rae Haubonee CRNOXHO [JOCTUYL
CTEPUNBHOCTMU.

D.2.3 YnakoBbiBatOT Harpy3Kky Tem xe cnocoboM, YTO U PYTUHHO NPOU3BOAUMBIN NPOAYKT, U BKMIOYAIOT €€ B CTepu-
NN3aLMOHHYIO 3arpy3kKy.

D.2.4 O6pabaTbiBaloT CTEPUNU3ALIMOHHYIO 3arpy3Ky CTEPUNU3YIOLLMM areHTOM NPU YCROBUAX, NPeAHa3HaYeHHbIX
ANA NONYYESHNA IKCNO3ULMK, NOHWKEHHOW NO CPaBHEHUIO C 3KCNO3WULMEN Npeanonaraemoro K UCNonb3oBaHUI0 CTepuUnu-
3aUUOHHOro npouecca.

D.2.5 Onpenensiot cTeneHb 06paboTku, HeoBxoauMyto Ana uHakTueaLmn 108 MuKpoopraHUamMoB B BeIGpaHHbIX
MecTax Harpysku.

MpuMeyaHune — CywecTByeT HECKONbKO NOAX0A0B ANA UAEHTUdMKaLMN CTeneHn Bo3gencTens, Heobxoanmoii
Ans uHakTvBaLmmn 108 MukpoopraHuamos. Hanpumep:

1) ¢ HauarnbHOI HarpysKoil, paBHoi unu npeBbilatoLeit 108 xu3HecnocoBbHbIX MUKPOOPraHU3MOB, 3Ta CTeNeHb
BO3JENCTBUA MOXET BbITb MASHTUdULMPOBaHa KOHCEpPBATUBHO Kak o6paboTka, nocre KOTopoi He BOCCTaHABNUBAIOTCA
HUKakne BbKMBLUME MUKPOOPTraHU3MBbI;

2) ¢ HauanbHO/# Harpy3akoii, npeBbilatoleii 10% n3HecToCOBHBIX MUKPOOPraHU3MOB, 3Ta CTeneHb BO3AeNCTBUS
MOXeT BbITb MAEHTUULMPOBaHa kak obpaboTka, nocne koTopoit HabntogaeTcs 6 log cokpalleHue Ynucna XusHecnocob-
HbIX MUKPOOPraHu3MoB, Unu

3) ¢ HauarnbHoW Harpyakoii, MeHblLel Yem 108 Xn3HeCnocoBHBIX MUKPOOPraHM3MOB, 3Ta CTeneHb BO3AeicTBUA
MOXeT BbITb MAEeHTUDULMPOBaHa NyTeM aKcTpanonsauyum ot 06paboTku, OT BO3AEHCTBUSA Nocne KOTOPOoN, Hanpumep, Ha-
6ntofaetca 4 log cokpalleHne Yncna Xn3HecnocobHbIX MUKPOOPraHM3MOoB.

D.2.6 Ecnu cTepunusaumoHHbIiA Npolecc BKto4aeT B cebs BO3geicTBME XMMUYECKUM areHToM, obecneudnBsalor,
YTOGbI ero MukpoboLuuaHoe u/unum mukpobocTaTudeckoe feicTBre BbINO Hagnexawum obpasoM HelTpanusoBaHo Ao
nofcyeTa Yncna BeDKUBLLNX MUKPOOPraHU3MOoB.

MpumevyaHune — Cm. UCO 11138-1, npunoxeHue B, ansa nHpopmaLmmn o MeTogax onpeaereHns npekpalleHus
pocTa.

D.2.7 TloBTOPAT CO CBEXMMU Harpyakamu o6paboTky ¢ ypoBHEM, onpeaeneHHbIM B B.2.5, kak MUHUMYM ANA eLle
OBYX cny4vaes.

D.2.8 Ecnn nHaktneaums 108 xmaHecnocoBHbIX MUKPOOPraHNaMoB Bbifa NoATBEPXAeHa Nocre BhIMNOMHEeHUs Tpe-
GoBaHua D.2.7, onpeaenstoT creneHb 06paboTku AnA npolecca CTepUNnU3aLn nyTem sKCTpanonsauum 4o pac4eTHol Be-
POATHOCTU BbXKUBaHUA 1076 unu nyJLwei, NpUHAMas BO BHUMaHWE NPUPOAY KUHETUKM NHAKTUBALMM, Ha KOTOpPYH BIUSeT
CTEPUMU3YIOLYMIA areHT, ¥ YUCIo U CONPOTUBIIAEMOCTb MUKPOOPraHU3MOB B BUONOrMYECKOM UHAMKaTOPe/UHOKYNMMPOBaH-
HOM npofaykTe.

MpumevyaHue 1 — 3ToT nogxos Hauboriee NOAXOAUT K CTEPUIIM3YIOLLMM areHTaM, AEMOHCTPUPYIOLMM TU-
HeliHYI0 UHaKTUBaLMOHHYIO KMHETWUKY. B Takux cryyasix cTeneHb 06paboTku MoxeT GbiTb onpefeneHa KOHCEepBaTUBHO
KaK yOBO€eHHasi cTeneHb 06paboTku, onucaHHas B D.2.6. [nsi CTepUIIM3YIOLMX areHToB, He NoKa3sbiBatoWMX JIMHERHOCTb
MHaKTUBALMOHHOI KMHETMKM, NPUPOAa MHAKTUBALMOHHON KUHETUKW AOMXHa BbITb WccnegoBaHa Ans BbiBE4EHUA B3auMo-
OTHOLLEHMS, 13 KOTOPOro MOXET BbiTh CNPOrHO3MPOBaHO, YTO CeLMGULMPOBaHHaA BEPOATHOCTL BEKMBAEMOCTH MUKPO-
opraHuaMoB He ByaeT npeBbilleHa Npu NpUMeHEHUM npoLiecca cTepunuaaLmnm.

MpuMeYyaHWe 2 — 3HaHWE WHAKTUBALMOHHOW KMHETUKM MOXET BbiTb monydeHo cornacHo 5.3.1, nepeuucne-
HWe b); Npnpoaa MHAKTUBALIMOHHOMN KMHETUKN MOXET BbITb NOABEPXKEHa BIIMSIHWIO CaMOro NPoAYyKTa.
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Mpunoxenue E
(cnpaBouHoe)

PyKOBOACTBO NO NPMMEHEeHUI0 HacToAEero cTaHaapTa

MpumeyaHue — [NA ynpoLLEHUA CCLINOK HyMepauusi NyHKTOB 3TOr0 NPUMNOXEHUSI COOTBETCTBYET HyMepaLmm,
UCMOMNbL30BaHHON B OCHOBHOI YacTu cTaHgapTa.

E.1 O6bnactb npumMeHeHuA

PykoBoacTBO, npuBoaguMoe B 3TOM NPUITOXEHUU, He ABNAETCA KOHTPONbHBIM CMUCKOM ANA OUEHKU COOTBETCTBUA
TpesoBaHMHM HacToAwero ctaHgapTa. 3T1o PYKOBOACTBO NpeAgHasHa4YeHO ANA oKa3aHUA NoMoLWn B LOCTUXEHUN eqUHOro
NoHUMaHWUA U obecneveHns UCNOSHEHUS HacTodLlero ctaHaapTa nyteMm npeaocraBneHnsA pa3bF|CHeHl'1l;1 N NpeanoXxeHua
npuemMrnemMbix MeTogqoB A4O0CTUXEHUA COOTBETCTBUA CﬂeLlMQDVIL[MpOBaHHbIM Tpe60BaHMF|M. B Hem NOAYEPKHYTbI BaXHble
acnekTbl U NnpuBeaeHbl NpUMepLI. MOI'YT 6bITb UCMONbL30BaHbI MeTOoAbl, oTNnu4atLwmeca oT npuBeaeHHbIX B pyKoBoacCTBe,
Npu ycnoBuu, 410 nX UCNONb3oBaHUe obecneunBaeT JOCTUXEHUE COOTBETCTBUSA C Tpe6OBaHMHMM HacTodALlero ctaHgapTa.

E.2 HopmaTuBHbIe CCbINKN

TpesoBaHMﬂ, npuBefeHHble B JOKyMeHTalUn B Ka4eCTBe HOPMaTUBHbBIX CCbIJTOK, ABNAKOTCA TpeGOBaHMﬂMM HacToA-
Lero ctaHgapTa TONbBKO B TOW cTeneHu, B KOTOPOW OHU LUTUPYIOTCA B OCHOBHOW YacTW HacToALero CTaHAapTa, yutarta
MOXET faBaTb CCbIIKY Ha CTaHA4apT B LenoM Unu ObITb orpaHU4eHHON onpeaeneHHbIMuU pasgenamMu.

E.3 TepMuHbl 1 onpepeneHus
HeT pekomeHaaLuit.

E.4 OnemeHTbl CUCTEMbI yNpaBneHUs KaueCcTBOM

E.4.1 JokymeHTauus

TpeboBaHUs K KOHTPOSO AOKYMEHTaLMM W 3anunceit nanoxeHsl B NyHKTax 4.2.3 u 4.2.4 UCO 13485.

B MCO 13485 TpeboBaHusi K fOKYMeHTaLMKU OTHOCSATCA K BbIMYCKY U KOHTPOIIO JlOKyMeHTaLuu (BKtodas cneyudu-
Kauuu 1 npoueaypsl) U 3anucen.

E.4.2 OTBeTCTBEHHOCTb PYKOBOACTBA

E.4.2.1 TpeboBaHua K OTBETCTBEHHOCTU U MOMHOMOYMSAM crneluduumpoBaHbl B nogpasgene 5.5 MCO 13485, a
TpeboBaHWA K YernoBeveckuM pecypcam — B nogpasgene 6.2 MCO 13485.

B NCO 13485 TpeboraHns K OTBETCTBEHHOCTW PYKOBOACTBA OTHOCHATCS K 06si3aTenbCcTBaM pyKOBOACTBA, OKycH-
poBaHuIo Ha NoTpebuTene (3akasyuke), NONUTUKe B 06NacTh Ka4ecTBa, NNaHUPOBaHWIO, OTBETCTBEHHOCTH, NONHOMOYUAM
1 KOMMYHMKaLWAM, a TakKe K NepecMoTpy, OCYLLECTBIISEMOMY PYKOBOACTBOM.

YpoBeHb KBanuukaLum, ToeHUHra 1 onelTa, HeoOXoAUMBIA NepcoHany, ByaeT 3aBUCETb OT BLINONHASMbIX UM Aei-
cTBMiA. OCHOBHOE PYKOBOACTBO MO TPEHWUHIY Kak YacTu BCE CUCTEMBbI KOHTpOIA kavecTsa npuseaeHo 8 MCO 9004.

B oco6eHHoCTM focTaTouHas kBanmdukalms U TPEHUHT Heo6XoAUMBI NepcoHany co cneayowuMmn 0b6a3aHHOCTAMN:
MWUKPOBMONOrnyecKne UCTbITaH!s, XMMUYECKUIA aHanus u peuenTel, MOHTax obopyaoBaHus, obcnyxusaHue obopyaosa-
HWS, BbINOMHEHMe aTTecTalum akennyatupyemoro obopyaosanus (PQ), pyTuHHas paboTa co cTepunnuaatopom, kanubpos-
Ka, paspaboTka NpoLeccoB, cocTaBneHue cneyudunkaumm o6opyaoBaHus.

E.4.2.2 Pa3paboTka, Banuaaums U TEKYLWUIA KOHTPONb CTEPUNM3ALMOHHOIO NpoLecca NoYTW BCeraa BKKOHAlOT B
cebsA HecKoMbKO pasfW4HbIX CTOPOH (YYaCTHUKOB), KaXgas M3 KOTOPbIX OTBEYAET 3a KOHKPETHLIN aneMeHT. Hactoawmii
cTaHAapT He TpebyeT, YTo6bl OTAENbHBIE ANEMEHTHI BBINOMHANUCH KOHKPETHBIMM CTOPOHAMU, HO TpebyeT, YTobbl CTOPO-
Hbi, NPMHUMatOLWNE Ha cebs OTBETCTBEHHOCTL 3a OonpefeneHHble YacTu, 6binu onpeaeneHtl U 4To6bl 3TO onpeaeneHne
OTBETCTBEHHOCTEl 6bIN0 AOKYMEHTUPOBAHO. 3TO AOKYMEHTUPOBaAHHOE OnpeAeneHne OTBETCTBEHHOCTEN JOMKHO BXOAUTD
B CUCTEMY(bl) MEHEAXMEHTA Ka4yecTBa y4acTBYIOLUX CTOPOH N MOXET popMMpoBaTb YacTb KOHTPAKTHBIX OTHOLLEHWA
Mexay HUMM.

B Tabnuue E.1 nepeuncneHbl anemeHTbl HACTOALWEro cTaHfapTa U TOMbKO B Ka4eCTBE UNACTPaLUN — HaUMeHo-
BaHUSA CTOPOH, KOTOpblEe MOTYT BbITb OTBETCTBEHHBIMU 3@ UAEHTUULMPOBaHHLIE AeicTBUS. CneayeT OTMETUTb, YTO:

- NepednUCnEeHHbIe ANEMEHThLI MOrYT BLINOMHATLCA HE B YKa3aHHOW 3A€Cb NOCNeAoBaTeNnbHOCTH, NOCKONLKY paspa-
60TKa 1 NporpamMMbl UCNBITaHUIA MOTYT BbITb YAaCTUHHO UTEPaTUBHBIMM,

- OTBETCTBEHHOCTb 3@ 3NEMEHTbI MOXET UIMEHATLCA OT CNyYasn K cnydvato.

OpraHusauus, npuHUMaloLan Ha ceba OTBETCTBEHHOCTb 3a ONPeAEneHHbIi aNeMeHT, 0ba3aHa nopy4aTb ero uc-
NONHEeHNe COOTBETCTBEHHO 0BYYEHHOMY U KBaNMMULMPOBaHHOMY NepcoHany.

B nopsaake unniocTpaunmn BapuaHToB BO3IMOXHOMO pacnpefeneHnn oTBETCTBEHHOCTU HUXe NpeacTaBneHb! TpU Npu-
MEpHbIX CLeHapua. OTU cUeHapun He NPETeHAYIOT Ha BCEOXBATHOCTb.

CueHapuit 1. MeauuuHckoe yupexaeHue

B 3TOM cueHapuu nonb3oBaTenb CTEPUNN3ALNOHHOMO Npouecca — yypexeHne 3apaBooxpaHeHus. Tpu cTopo-
Hbl BOBMEYeHbl B oBecnedeHne COOTBETCTBUA TpeGoBaHWAM HACTOALWEro CTaHaapTa: MEAULMHCKOE ydpeXaeHue, ns-
rOTOBUTENb CTEPUTM3ALMOHHOMO 0BOPYAOBAHNA W W3FOTOBUTENb MESUUMHCKUX M3aenuid. PacnpegeneHue OTBETCTBEH-
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HOCTel W cpefcTBa, ucnonbayemble Ana obecnedeHns UCMOMHEHNA COOTBETCTBYHOLLMX 06A3aHHOCTEH, MOrmK Gbl BbITb
cnegyowmmu:

- OreMeHTbl CUCTEMBI MEHeXMEHTa Ka4ecTBa: Kaxas CTOPOHa UMEET CBOK COBCTBEHHYIO CUCTEMY MEHEXMEH-
Ta KavyecTBa. I‘Ipenenbl OTBETCTBEHHOCTU Ka)K,qOVI CTOPOHbI U3NTOXEHbI B Od)I/ILWIaJ'IbHOM KOHTpaKkTe.

- XapaKTepucTuKa CTEPUIN3YIOLLEro areHTa: MejULMHCKOe yyYpexaeHne AaeT corfacue Ha 3akiiodeHne KOHTpakTa
Ha rlp|/|06peTeHme CTepI/IJ'IVIaaLWIOHHOVI CUCTEeMbl OT npou3BoguTena cTepunm3almoHHOro O60pyp,OBaHVIF|; N3roToBuUTesb
CTEpUNU3aLMOHHOrO 060pYAOBaHNUA NPUHUMAET Ha cebs OTBETCTBEHHOCTbL 3a XapaKTEPUCTUKU CTEPUIU3YIOLLEro areH-
Ta U 3anucbiBaeT pe3ynsrupyrolie JaHHble. Me,ELVILU/IHCKoe yupexgeHne nMmeeT 4oCTyn K 3TUM AaHHbIM U 4O NPUHATUA
peweHna o npmo6peTeH|/|V| CpaBHMBaET faHHble Npou3BoAUTENA U AaHHble, 4OCTYMNHbIE U3 Oﬂy6ﬂMKOBaHHbIX Hay4HbIX
WCTOYHUKOB.

- XapakTepucTuka npolecca/obopysoBaHns: N3roToBUTENb CTEPUM3ALIMOHHOIO 060pYa0BaHUS BEINOMHAET Xapak-
Tepusauuto npouecca/obopyfoBaHus, paspabaTeiBaeT cnelyudpukaumio obopyLoBaHus U nonyvaet Heobxogumele pery-
NnUpytoLLne corrnacoBaHns U paspelleHns Ana pasMelleHus npoaykTa Ha pbiHke. MeauumHckoe ydpexaeHue npoBoauT
0630p cneyundukaLn o6opyLoBaHNA COBMECTHO C M3rOTOBUTENEM CTepuinaaTopa AN NogTBepXK4eHUs Toro, YTo nuTato-
LMe cpefbl U MHDpPaCTPyKTypa, Heobxogumele Ansa paboTel CTepunuaaLoHHoro obopyaoBaHus, JOCTYMHEbI.

- OnpepgeneHue nNpogykTa: MEAULMHCKOE yUpexaeHne naeHTUUUMpyeT MeauLMHCKUe n3genus, Tpebyrolime MHo-
rokpaTtHoi o6paboTku. MHCTpyKUMsA no noBTopHON 06paboTke STUX MefULUMHCKUX U3Lenuid, npejocTaBnsiemMas UsroToBu-
Tenem MeAULMHCKNX U3enuid, BKNtovaeT B cebs MHCTPYKLUMM MO O4UCTKE W Ae3nHdbekumn. Kpome Toro, 3T WHCTPYKLUMK
nogTBepX4akT NpuroqHoCTb npegnaraemMoro crnocoba crepunusagunun. MNarotoBuTenb MeaNUNUHCKNX I/I3F|,e.l'|l/|l7| BbINONHAET
nccnefoBaHns No onpeeneHnto npoLiecca COBMECTHO C U3rOTOBUTENEM CTEPUIN3aLMOHHOTO 060pyA0BaHus ANst KOHKpe-
TU3aumu 1 NoATBEPXKAEHUS UHCTPYKLUMIA MO NOBTOpHOW oB6paboTke. MeauLnHckoe yupexaeHue nepecMarpuBaeTt JaHHble
06 3thHEKTUBHOCTM CBOUX NPOLIECCOB OYUCTKM U NMOATBEPXKAAET UX aAeKBaTHOCTb K 06paboTke crnelmduueckux Usaenui
W K cTepUnu3aLmMoHHOMY npoLeccy.

- OnpegeneHue npoLecca: U3roToBUTENb CTEPUNN3aLMOHHOIO 060pyi0BaHUS U U3rOTOBUTENb MEAULIMHCKUX n3ae-
NN COBMECTHO onpefenarT CTepI/IJ'II/ISaLWIOHHbIVI npouecc and CI'IeLWICbI/ILIeCKVIX MeANLUUHCKNX I/I3Ae]1l/|l7| U BKIKOMAKOT CO-
OTBETCTBYIOLLME UHCTPYKLMU B Kaxoe U3 CBOMX PYKOBOACTB NO UCNONb3oBaHWi0. [omKHbI 6bITh NoyyeHbl HeoGxoauMble
perynupytoLne cornacoaHmus/paspeLleHns. MegmuuHckoe yupexaeHue npoBoguT 063op AoKyMeHTaUuu U NOATBeEpXAa-
€T CBOK CMOCOGHOCTL CNEeAoBaTh STUM UHCTPYKLMSM.

- Banugauus: MeguumHckoe yupexaeHune 3akrtodaeT KOHTPaKT C M3roTOBUTENEM CTepUnusayMoHHoro obopyaosa-
HWSI Ha NPOBeAEeHNe UM COOTBETCTBYIOLMX aTTecTaumii (IQ u OQ) B COOTBETCTBUN C JOKYMEHTUPOBaHHLIMU NpoLieaypPaMu.
MeauumMHcKoe yupexgeHne camo BLIMOMHAET aTTecTauuio sKkcnnyatupyemoro obopygosanua (PQ) u satem nposogut
NepecMoTp W YTBEPXAAET pesynkTaTel Banugauuu.

- TeKyLiMe MOHUTOPUHI U KOHTPOSL: MeAULUMHCKOe ydpexaeHne BbINONHAET TeKylue MOHUTOPUHT U KOHTPOSb B
COOTBETCTBUMN C 4OKYMEHTUPOBaHHLIMU NpoLiesypamu.

- BbInyck npogyKTa nocne ctepunusaumn: MeguuuHckoe ydpexaeHne 6epet Ha cebs OTBETCTBEHHOCTb 3a BbIMYCK
npogykKTa nocne cTepunnsauym B COOTBETCTBUU C €ro JOKYMEHTUPOBAHHBIMU NpoLeaypamMm.

- OBecne4eHne ahheKTMBHOCTU Npolecca: MeguunHckoe ydpexaeHue Geper Ha cebs OTBETCTBEHHOCTb 3a NoA-
JepxaHue adbdeKTUBHOCTM npouecca. OHO 3aKIioHaeT KOHTPAKT C U3roTOBUTENEM CTEpUSIU3aLMoHHOro obopyaoBaHus
Ha BbINOSIHEHWE NpodunakTuydeckoro obcnyXuBaHua n Kanubposknu. MeguunHckoe ydupexaeHue onpeaensieT npoueay-
pbl NepeaTTecTauuu. MefuUMHCKOE yYpexaeHue onpeaensaeT npoueaypbl Nepuogmnyeckoit nepeoleHkn achdeKTUBHOCTH
MpOLeccoB O4UCTKUA 1 AE3NHDEKLMN.

CueHapuii 2. MisroToBUTENb MEAULIMHCKUX M3AENUI, UCMONb3YIOWNIH COBCTBEHHbIE NPON3BOACTBEHHbIE
MOLLHOCTHU

B sToM cueHapuu nonb3oBaTeneM CTEPUIIN3aLMOHHOIO Npouecca ABNAETCA WU3roTOBUTENb OAHOPa3OBbIX Meau-
LIMHCKWX U3AenniA, KOTopbIA 0BycTpanBaeT coBCTBEHHbIE NPOU3BOACTBEHHbIE MOLWHOCTU AN cTepunusaumn. Bosneyen-
HbIMU CTOPOHaMW ABMAIOTCSH W3roTOBUTENb MEAMLIMHCKUX U3AENUA N N3roToBUTENb CTepunusaLMoHHoro obopyqoBaHust.
PacnpegeneHne oTBETCTBEHHOCTEN U CpeAcTBa, UCNONb3yeMble AN 06ecnedYeHns 3TUX OTBETCTBEHHOCTEW, MOMmU Obl
BbIMMAAETh Tak:

- OrnemeHThl CUCTeMbl MEHeXKMEHTa KayecTBa: KaxAasl BOBMIEYEHHasi CTOPOHA UMEET COBCTBEHHYIO CUCTEMY Me-
Hed)XMeHTa kadecTsa. [peAentl OTBETCTBEHHOCTM KaX 4ol CTOPOHbI U3NOXKeHb! B 0pULMaNbHOM KOHTpaKTe.

- XapaKTepuCcTUKa CTEPUNU3YIOLLEro areHTa: U3roToBUTeNb cTepunusartopa 6epeT Ha cebs xapakTepucTuKy cTepu-
TM3YIOLLEro areHTa v NpefocTaBNNAeT AaHHbIE U3rOTOBUTENIO MEAULIMHCKUX U3AENUIA.

- XapakTepucTuka npouecca/o6opyaoBaHusi: W3roToBUTENb cTepunusatopa paspabarbiBaeT cneuudukauuio Ha
obopyaoBaHue, BKNIOYAIOLLYIO CUCTEMY yrpaBleHus 060opyAoBaHNs, KOTOPYIO MOXHO 3arnporpaMmupoBarb Ha BbINONHe-
HWe onpegerieHHoro paHee npolecca.

- OnpegeneHne NpofyKTa: U3roTOBUTENb MEAULMHCKUX U3AENUii oTBeYaeT 3a cneuudukaumio npoaykta u ero
MPOU3BOACTEO.

- OnpepgeneHve npouecca: U3roToBUTENb MEAULIMHCKUX U3ZeNuid onpeaenseT NpoLecc cTepunusauun 4ns onpeje-
TNeHHOro MeAMLIMHCKOro naaenvs, nognexalilero ctepunusanuu. N3rotoeutens MEAULMHCKUX U3JEMUA BLINOMHAET OLGHKY
6uonornyeckoit 6e30MacHOCTU U UCCnefoBaHUSA COBMECTUMOCTU NpoAykTa. B aTom cnyyae uccrnefoBaHus NpoBOASAT C
MOMOLLbIO 9KCNEPUMEHTANBHOrO CTepunm3aLnoHHoro 06opyaoBaHus.
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- Banugauus: n3rotoBuTenb MeaUUMHCKUX M3AENUA BLIMOMTHAET BaNUAaLMIo, UCNONL3Ys CTepUNN3aLUOHHOE 060-
pyaoBaHue, npegHasHavYeHHoe ANA PYTUHHOTO BLINOSAIHEHUS Npouecca cTepunusaLmMm, NoATBepXaas, YTo OHO CNOcoGHO
BLINOMHATL ONPeAeneHHbIN CTEPUNN3ALMOHHBIN NpoLecc.

- TekylWue MOHUTOPUHI U KOHTPOSb: 3TW AENCTBUS BLINOMHAET W3FrOTOBUTENb MEANLIMHCKUX W3AENWUiA B COOTBET-
CTBUM C JOKYMEHTUPOBaAHHLIMU NPOLIEAYPAMM.

- Peanusaumsa npoayKuuu nocne cTepunnusaLmn: 3To OCYLLECTBASET U3rOTOBUTENb MEIMLIMHCKUX W3AEeNuii B COOT-
BETCTBUN C JOKYMEHTUPOBAHHLIMM NPOLIEAYPaMK.

- MNoaaepxaHne achHeKTUBHOCTM NpoLecca: 3TO AeHCTBUE BLINOMHSAET N3rOTOBMTENb MEAULIMHCKUX N3NNIl B CO-
OTBETCTBUM C OKYMEHTUPOBaAHHLIMU NpOLIEAYPaMM.

CueHapuii 3. M3roToBuTeNb MEQULIMHCKUX U3AENUii ncnonbayeT cyGnoapsaaumka ana nposeaeHus
npouecca cTepunusauum

B aToM cuyeHapun nonb3oBaTenem CTepunn3aLuoHHOro npoLecca ABNAETCA U3roToBUTENb OJHOPA30BbIX MEAULWH-
CKMX n3penuid, ncnonbaytowmii cybnogpsagqvka Ans BuINOMHEHNA npouecca cTepunusaumn. B gononHeHune k sToMy nUaro-
TOBUTENMb MEANLIMHCKUX W3AENWUIA UCNONBb3YET CTOPOHHIOK (KOHTPaKTHY0) NabopaTopuio ANns BEINONHEHWUS onpeaeneHHbIX
UCnbITaHWiA Kak YacTW Npoueayp Bbinycka NpoAyKuuW. BoBneYeHHBIMU CTOPOHaMM ABRSIIOTCS U3rOTOBUTENb MEANLMHCKUX
nsgenuni, cybnoapsaaqmnk no cTtepunusayun u CTopoHHAS nabopatopus. PacnpeaeneHue oTBETCTBEHHOCTEW W CPeACTBa,
ucnonb3syemble Ansa o6ecnevYeHns 3TUX OTBETCTBEHHOCTEN, MoK bl BEIMSAAETL TakK:

- OnemeHTbl CUCTeMbI MEHEXXMEHTa KavecTBa: KaxAas BOBMEYEHHAA CTOPOHA UMeeT COBCTBEHHYIO CUCTEMY Me-
HefXXMeHTa kadecTsa. [peaentl OTBETCTBEHHOCTH KaX 40l CTOPOHLI U3NIOXEHbI B 0pULUanbHOM KOHTpakTe.

- XapaKTepucTuka CTepunuayiolero areHTa: cybnoapaaYuk, BeINOMHAOWMIA CTEpUnn3aLuio, Nomnb3yeTcs NULeH-
3UPOBaAHHLIM CTEPUNU3ALNOHHBIM NPOLIECCOM OT OTAENbHOW CTOPOHHEW OpraHu3aLnK, KoTopasi XxapakTepusyeT u paspa-
GaTbiBaeT CTepunu3aLUuoHHbIi npouecc. Pa3paboTyuk npoLecca BLINONHAET XapakTepPUCTUKY CTEPUIM3YIOLLErO areHTa u
AenaeT pe3ynsTUpYOLLME AaHHbIE AOCTYNHBIMM ANA cybnoapagqnka no cTtepunusauum 1 NpousBoAUTENA MEeANLIMHCKUX
nspenuin.

- XapakTepuctuka npouecca/obopyaosaHus: cybnoapsa4umk no ctepunusauum paspaboran cneuudukaumio obo-
PYAOBaHWSA, BKNIOYaa cUCTeMy ynpasneHns o6opyaoBaHueM, KoTopas MOXeT ObiTb 3anporpaMmupoBaHa Ha BhINOfTHEHWE
3apaHee onpefeneHHoro CTepUNU3aLMoHHOro npouecca. Marotosutenb cTepunu3aTopa NO KOHTPaKTY NPOU3BOAMT U MOH-
TUpyeT cneLludurympoaHHoe obopyaoBaHue.

- OnpepgeneHve NpogyKTa: M3roToBUTeNb MEANLMHCKUX W3RN OTBeYaeT 3a cneuunduKaLmio NpoaykTa U 3a ero
NPOU3BOACTEO.

- OnpepeneHnue npouecca: M3roToBUTENb MEANLIMHCKWX M3AEnuid onpeAenseT npoLecc cTepunusagumn gns onpege-
TIEHHOro MefMLIMHCKOro U3 enus, nognexatlero crepunusauunn. N3arotoButens MeULMHCKUX U3AENNIA BLINONHAET OLIEHKY
Buonornyeckoii 6e3onacHOCTH W UccrefoBaHNSA COBMECTUMOCTM NpoaykTa. B aTom cnyyae uccrnefoBaHWsa NPOBOAAT Ha
3KCMNepUMeHTarnbHOM CTeEpUN3aLMOHHOM 0BopyaoBaHNH.

- Banugauus: cy6bnoapsguuk no ctepunusauyum 6epet Ha cebs BbINONHEHUE aTTecTalnMu MOHTaxa U aTTecTauum
skennyatauun (IQ u OQ) B COOTBETCTBUM C [OKYMEHTUPOBaHHBEIMW NpoLesypamun. N3roToBuTens MeAULMHCKUX U3Ennii
BbIMOMHAET aTTecTalyio akennyaTupyemoro obopygosaHus (PQ), ucnonsays yctaHoBrneHHoe Y Hero o6opyaoBaHue, Noa-
TBEPXAasn, 4To 3T0 060OpyAOBaHWEe CNOCOBOHO BLINOMHATL ONPefeneHHblil cTepunmaaLmnorHelid npolece. MarotoBuTenb
MEeAULMHCKNX U3[ennii nepecMaTpuBaeT OTHET U YTBEPXAAET pe3ynsraT BbiNoNHeHHON Banugaun. CTOPOHHSA KOHTpaKT-
Has nabopaTopua MOXET BLINOMHUTL MUKPOOMONOrtdecKoe UCrbiTaHne B COOTBETCTBUN C METOaMM, COTMacoBaHHbIMU C
U3roToBUTENEM MEAULIMHCKNX N3AENUiA.

- TeKyLyMe MOHUTOPWHT W KOHTPOMb: BEIMONHAKTCH Cy6noapsa4MKoM Mo CTepunusaLn u cTopoHHei nabopartopu-
el B COOTBETCTBUU C ;OKYMEHTUPOBaHHLIMM NpoLefypamu, CornacoBaHHbIMU C U3rOTOBUTENEM MEeAWULMHCKUX U3Aenuii.

- Bbinyck npogyKTa nocne crepunusauuu: BbINOMHAETCA U3roTOBUTENEM MEAULMHCKUX U3JEnnii B COOTBETCTBUN
C AOKYMEHTUPOBaHHLIMU MPOLEAYypaMu Ha OCHOBE 3anuceil, NpefocTaBneHHbIX cybnogpsgymnkom no crepunusadum u
CTOPOHHeih nabopaTopueil.

- MopaepxaHune apdekTMBHOCTM NpoLecca: cybrnogpsaumnKk No cTepunusaLmm BelnonHAeT obenyxuBaHue obopy-
[OBaHWsA U KanubpoBKy B COOTBETCTBUW C JOKYMEHTUPOBaHHEIMU NpoLeaypamu. N3roToBuTens MegULIMHCKUX U3Lenunid
NOALEPXKUBAET Ka4ecTBO NPOLYKTa A0 CTepunndaumun u Beper Ha cebs OTBETCTBEHHOCTb 3a MepearTecTauuio; cybnog-
PSAYMK NO CTepunuaaumuu BbINOMHSAET Bce HeoBXoAMMble MOBTOPLI YacTell aTTecTauuu, obecnevnBaeT Heobxoaumble
NOBTOPEHMUS YacTel aTTecTalMW MOHTaxa u atrectalum skennyatauuu (IQ u OQ) unu nepeatTecTaLyyn NOHOCTLIO.

E.4.3 Bbinyck npoayKuum

NpumMevyaHue — B UCO 13485 TpeboBaHus K BbINycKy NPogyKTa OTHECEHB! K €ro XXU3HEHHOMY LMKy U3 onpe-
AeneHna TpeboBaHuiA 3aKas4vmnka K paspaboTke, co3faHunio, 3aKynke, KOHTPOSIIO MPOU3BOACTBA, KannbpoBKe KOHTPOSbHBIX
N U3MEepUTENBLHBIX YCTPOACTB.

E.4.3.1 TpeboBaHuA K 3akynkam usnoxeHel B nogpasgene 7.7 NCO 13485. Cnepyer ocobo oTMETUTB, YTO Tpebo-
BaHWA nogpasgena 7.4 UCO 13485 o Bepudmkaunmn 3akynaemoro npoaykra NpUMEeHMMbI KO BCEM NPOAYKTaM U ycryram,
nony4aeMblM OT BHELLUHWUX UCTOYHUKOB.

E.4.3.2 TpeboBaHuA K naeHTUdUKaLMmn n NpocnexwsaeMocTu n3noxeHsl B nogpasaene 7.5. UCO 13485.
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E.4.3.3 TpeboBaHUs Kk KanmbpoBKe KOHTPOSbHbLIX U U3MEpPUTENbHBLIX YCTPONCTB onpeaeneHsl B nogpasgene 7.6
NCO 13485.

E.4.4 N3amepeHue, aHanu3 u ynyuueHue. KOHTponb HECOOTBETCTBYOLWEN NPOAYKLMU

B NCO 13485 TpeboBaHUsi K U3MEPEHUAM, aHaNU3y 1 yny4lweHUo OTHOCATCA K MOHUTOPUHIY npoliecca, yrnpaene-
HWUIO HECOOTBETCTBYIOLLEN NPOAYKLMENA, aHanu3y faHHbIX U yNydlweHUAM (BKNoYasa KoppeKTUpytowne n npeaynpexaato-
e aencTems).

MpoLueaypbl KOHTPOMS U YNpaBneHns HECOOTBETCTBYIOLEN NPOAYKUMEN, a TakKe KOppeKTUpYyloLue feiicTBIS onu-
caHbl B nogpasgene 8.3 n nyHkre 8.5.2 UCO 13485 cooTBETCTBEHHO.

E.5 XapaKrepuMCTUKU CTEpUNU3YIOLIEro areHTa

E.5.1 O6wme TpeGoBaHus

HeT pononHuTenbHbIX yKasaHUn.

E.5.2 Ctepunu3ylowmii areHT

HeT pononHuTenbHbIX yKasaHUi.

E.5.3 MukpobouuaHasa 3pdeKTMBHOCTb

E.5.3.1 MHorne xumukarhbl U NpoLecchl MOryT NPOAEeMOHCTPUPOBaTL aHTUMUKPOBHoe aelicTBue. OfHaKko He Bce U3
HWUX OTBEYAIOT KPUTEPUAM, NPEALABNAEMbIM K CTEpUINU3YIoWEMY areHTy. Lienb n HanpasneHne nccneaoBaHuii no MUKpo-
bouuaHoit apPeKTUBHOCTU BKIOHaLOT B cebsi cnegytolee:

- obecnevyeHune onpepeneHns CTepuu3yIoLLEero areHTa u COOTBETCTBYIOLLUX NpoLecca n 06opyfoBaHus, focTaToq-
HbIX AN YCTAHOBMNEHUSA U NOAAEPXKaHUA BOCMNPOU3BOAMMbBIX YCIOBUIA ANs U3yvyeHus MukpoGouuaHoi spdeKTUBHOCTH;
3T AelCTBUA AOIMKHBI ObITb JOKYMEHTUPOBaHHI;

- paspaboTKy 1 Banuaauuio METoA0B (onpefeneHnil) pocta MUKPOOPraHM3MOB M MX WHOKYMSLMN Ha HOCUTENW AN
nocrneayoLlero Bo3eiACTBMA Ha HUX CTEPUNU3ALMOHHOIO areHTa; 3Th NpoLeaypbl BKNoYaloT B ceba BoccTaHOBMEHMe 1
noAcYeT MUKPOOPraHU3MOB Ha HOCUTENSIX, a Takke OLEeHKY dpakuyuil Ha obpaboTaHHbIX HOCUTENSX, CTaBLUMX CTepUrib-
HBIMW; CriefyeT y4nTbiBaTb HEOOXOAMMOCTb HeWTpanmaaLuunm ocTaTkoB CTEPUNM3YLOLLero areHTa [cM. ykasaHus B 5.3.1,
nepeyncrieHue g)j;

- onpepaerneHne MUKpoOOLMAHOW aKTUBHOCTU CTEPUITU3YIOLLIErO areHTa Nno OTHOLUEHUIO K MUKpOOpraHuamMam pas-
TNIUYHBIX TUMNOB;

- naeHTudurympoBaHue Hambornee CTONKUX MMKPOOPraHU3MOB (KOHTPOMBHBLIX MUKPOOPraHU3MOB), MPUrOAHBIX A
ZeTarnbHblX MUKpOBUONornyeckux UHaKTUBaLIMOHHBIX UCCIEe0BaHUI;

- XapaKTepUCTUKy MUKpOBOLMAHOIA aKTMBHOCTU CTEPUIU3YIOLLIETO areHTa ¢ TOYKW 3pEHUS] €r0 KOHLIEHTpaLMn/NoTeH-
Lnana, BpeMeHu BO3AeNCTBUS/L03bl /UMW APYrUX NePEeMEHHbIX, KOTOPble MOTYT BAUSATL HAa MUKPOBOLMAHYIO aKTUBHOCTb,
C UCMOMb30BAHNEM MUKPOOPraHW3MOB C BbICOKOW PE3NCTEHTHOCTbLIO,

- onpefgeneHne KUHETUKU MUKPOBOLMAHON UHAKTUBALIMW, NOATBEPXAEHUE, YTO NeTanbHoe AeicTBUE MOXET GbiTb
3KCTpanonupoBaHo AN NpeAckasaHUa BEPOATHOCTU BbIXKUBAHUA MUKPOOPraHU3MOB NOA BO3AEHCTBUEM ONpPeaeneHHon
06paboTkn ¢ Mcnonb3oBaHUEM LaHHbIX MHAKTUBaLUMKU Hanbonee pe3sncTeHTHBIX MUKPOOPraHU3MOB.

YkasaHus, oTHocsilymecs K 5.3.1, nepeuncnenue a)

MoryT 6bITb MCMOMb30BaHbl Ka4eCTBEHHbIE UCNLITAHUA AEACTBUA BO3MOXHBLIX CTEPUNU3YIOMX areHTOB Ha paf
MUKPOOPraH3MoB. 3T UCMbITaHWA NpecneayroT ABe Lenu:

1) NPOAEMOHCTPMPOBATb, YTO PSA MUKPOOPraHU3MOB PasNUYHbLIX TUNOB B ONPEeAENEHHO| CTeNeHU HYyBCTBUTENbHDI
K BO3[J€NCTBUIO CTEPUNUIYIOLLIEro areHTa,;

2) BbIGpaTh OfWH I HECKOMNBKO Haubonee Pe3MCTEHTHLIX MUKPOOPraHM3MOB ANS AanbHEWLNX KONUHECTBEHHbIX
WHaKTUBaLIMOHHLIX UCCneoBaHui.

Ecnu B xoge sTUx uccrneaoBanuii GaktepuanbHele cnopel ByayT NpusHaHbl KpaHe HevyBCTBUTENBHEIMU K BO3AER-
CTBUIO MOTEHLWaNbLHOro CTEPUNM3YIOLLEro areHTa, AarnbHeillee ucnonb3oBaHne 3Toro CTEPUNU3YIOLEro areHTa Heao-
nycTuMo. TeM He MeHee, STOT CTEPUNU3YIOLLMIA areHT MOXET BbiTb NPUrogeH ANA Apyrux Lenei, Hanpumep, ANS HA3KO-
YPOBHEBOW Ae3UHpeKLUN.

Bonee nonHas uHopMaLms MOXeT ObITb HalLeHa B MCTOMHUKAX, Ha KOTOpble JaHbl CChINKkK B Bubnuvorpadum.

YKasaHus, oTHocsawmecA K 5.3.1, nepeuncneHue b)

KonuvecTBeHHble MUKpOGOLMAHEIE MHAKTUBALMOHHBIE UCCIIEA0BaHUS BLIMOSHSIOT ANS AEMOHCTPaLMUK TOro, YTo
CTEPUNUYIOLLMIA areHT, MPUMeHsieMbIA onpefeneHHbIM CnocoboM, MOXET HaZleXHO NMPUBOAUTL K NOAJatoweMycs nog-
CYETY YKCIa BbDKMUBLUMX MUKPOOPraHU3MoB. OTW UCCMEfoBaHUs oObIYHO BKITHOMAKT UCMONb3OBaHUE pasHbIX CTeneHei
9KCMO3NLMN UNK pasHbIX CTENEHEN KOHTaKTa co CTePUNU3YIOLLMM areHTOM ANA MNOMyYeHUst faHHBIX O BbIXWBAEMOCTH,
onpegensioLLmnX UHaKTUBaLMIO paHee UAEHTUMOULMPOBAHHEIX MUKPOOPTraHU3MOB C BLICOKOW COMPOTUBNAeMOocTh. Ons
YacTy KPUBOW MUKPOGHOI BLIXUBAEMOCTU, e 0BHaPyXMBAETCA Manoe YMCNo BbKMBLUUX MUKPOOPraHU3MOB, UCMOb3Y-
kOTCH OTpULaTerbHble AaHHble dpakuuii. Mpy BbIBEJEHUM TakuX KPUBBLIX BLDKMBAEMOCTU NPakTUHECKUiA HKHWA npegen
OL|EHKM CpefHero Ymcna BeXXUBLUMX MUKpoopraHuamos coctaensieT 0,01. CTeneHb o6paboTky, ob6ecnedmBaroLLyto BEpoAT-
HOCTb BbDKMBaHUS MUKPOOPraHU3MOB HUXe STOro Npeferna, onpegernsior nyTeM SKCTpanonsuum.

3MnupuYeckne B3auMOOTHOLLEHUS MOTYT, HanpuMep, BbITb onpegeneHbl ypaBHEHUEM UKW NPeACTaBNeHbl Kak rpa-
UK, oTpaxatoluii cTeneHb 06paboTKW, YACIO W BEPOSITHOCTE HanUYUs BBDKUBLUMX MUKPOOPraHu3MoB. B3auMocBs3b
TakKe MOXeT ObITb NPpeACTaBNeHa Kak Tabnuua 3Ha4YeHuiA.
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B cutyauusx, Korga KpvBble BbDKMBaHUA SABMSIOTCA forapudmuyecku-nuHerHsIMu (log-linear), Hanpumep, koraa
TOYKM Ha nonynorapudmuyeckoid (semi-log) AnarpaMmHoil 6ymare faloT NpsAMYLO NIMHUMIO, BBIMOAHSAOT 9KCTPanonaumio.
Kpusas, BOrHyTas OTHOCUTENLHO OCK X, MOXET, ByAyun NpMBEAEHHON K NPSMON NUHNK, AaTb HECKONBKO KOHCEPBaTUBHYIO
OLieHKy cTeneHun o6paboTkun, HeobxoAMMON AN JOCTUXEHUSA ONpeferieHHOW BEPOATHOCTU BbKMBAHUA MUKPOOPraHM3MOB.
CneayeT NposiBUTL OCTOPOXHOCTb, €CIA UCCNEAOBaHUA MUKPOOMONOrMYECKOi MHAKTUBALIMKA MOKaXYT pe3ynsTarT, KOTOpbIii
Hauny4wmm obpasoM nNpubnuxaeTcsi K KPUBOIA BbKMBAEMOCTH, BbIMNYKII0A OTHOCUTENbLHO ocu X.

JeMoHeTpauusa neTanbHoro eiCTBUsl CTEPUNU3YIOLLEro areHTa B uanasoHe, J0CTaTOMHOM ANA ONpeAeneHuns Ku-
HETMKN MUKPOBOLMAHOA NHaKTUBaLuK, TpebyeT N3HayanbHOro Hanuuusi JOCTaToMHOrO YUcna U3HecrnocobHbIX MUKPO-
OpraHu3MoB, MPUCYTCTBYIOLMX Ha HOCWUTENsX M BOCCTaHaBNMBaeMbIX C HUX. B uccnepoBanusx, Tpebylowmx noacyera
BbKMBLUMX MUKPOOPraHU3MOB C HOCUTENEN, NOABEPrHyThLIX rpajaLuoHHoi 0bpaboTke CTepUNU3yIOLLMM areHTOM, YACIO
BOCCTaHOBMEHHbLIX ¢ 06paboTaHHbIX HOCUTeNel OpraHU3MOB CPaBHMBAKOT C YACIIOM OPraHW3MOB, BOCCTAHOBIIEHHBIX C
HeoBpaboTaHHbBIX KOHTPOMBHLIX HOCUTENe, ANS NOCTPOEHUS KPMBLIX BEPKUBAEMOCTM € norapudMmMmuyecKoid nponopumei
COOTHOLLEHMWS YKCIa BBIKMBLUMX MUKPOOPraHW3MOB K cTeneHn obpaboTku.

MpumevyaHune 1 — Mukpobuonormyeckass MHaKTUBaLMSA U HEBO3MOXHOCTb BOCCTAHOBMEHUS XN3HECNOCOBOHBIX
KOHTPOMbHbIX MUKPOOPraHM3MOB C MOBEPXHOCTU WHOKYNUPOBAHHOIO HOCUTENS, MOABEPrHyTOro BO3[eiACTBUIO CTEpPUNU-
3YHOLLero areHTa, MoryT oka3aTbCsi TPYAHO OTIIUYMMBIMU. B 3TOM KOHTEKCTE MOXET ObITb NMOMe3HBIM UCMOoNb30BaHME Tpac-
CepoB (Takux Kak MUKpOOpraHu3Mbl ¢ pafiMoakTUBHOW METKOM).

WcenepgoBaHus MUKpoGronornieckoi MHakTuBaLumu TpebytoT MCNonb3oBaHUSA UCTIbITATENbHBLIX METOA0B, Banuau-
POBaHHbLIX OTHOCUTENBHO CreLMdUYEcKoro cTepunuayiollero areHta. Bo Bpems paspaboTku U Banujauuum MeTopa Uc-
NbITaHWA 0coboe BHUMaHWe crnepyeT YAEnsTb YCIOBUSM UCTIbITAHWA, KOTOpbIE MOrYT NPUBOAUTL K MOMYyYEHUIO JIOXKHBLIX
JaHHbIX, HanpuMep, M3-3a HeafeKBaTHbLIX YCIOBUIA BOCCTAHOBIEHUs], MPOSIBIEHNsT MUKpoGocTacuca, a Takke JOXHbIX
NO3UTUBHBIX A@HHbIX. [OTEpPHO XKM3HECNOCOBHOCTU MUKPOOPraHU3MOB CelyET paccMaTpuBaTh, Harpumep, Kak crnefcTeue
TPaHCMNoPTUPOBaHWS UCMBITYEMOro MaTepMuana B KOHTPaKTHYH CTOPOHHIoo naGopatoputio. PaspatoTka MeTof0B UCTIbITa-
HUIA W/MKU UX BBINONTHEHUEe MOryT GbIThb BHIMOMHEHEI Kak B MECTHOM, Tak U B KOHTPaKTHoI naGopaTtopum.

YKasaHus, oTHocsilumecs K 5.3.1, nepeuucneHue c)

BeiGop TECTOBLIX MUKPOOPraHU3IMOB ANA UCCNefoBaHUA MUKPOOUONOrMiyeckon UHaKTMBaLMKU AOIDKEH ObITb nop-
TBepxAeH. MeTogel, Nognexatyue atrectayum, BKIOHaIoT B cebs:

1) BbIpaLyuBaHue, obecnyxusaHne U NoACHET BbIOpaHHBIX MUKPOOPraHU3MoB,

2) NOAroTOBKY CTOWKOrO MHOKYNSATa U3 TECTOBLIX MUKPOOPraHU3MOB;

3) MHOKYMALMIO MUKPOOPraHU3MOB Ha HOCUTENb. MIHOKYNALMIO HA HOCUTENW cneayeT BbINOMHATL onpeaeneHHbIM
1 BOCMPOM3BOAUMBLIM CNOCOGOM. BnusiHe BbiCyLUMBAHUA UHOKYNATA U XpaHEeHWEe HOCUTENS (B ONpeAeneHHbIX YCroBU-
AX) Ha XU3HecrnocoBHOCTL OpraHM3Ma U ero CONpOTUBNSAEMOCTb CTEPUNU3YIOWEMY areHTy AOMKHbI GblTb NPUHATHI BO
BHUMaHWe. Hocutenu He AOMKHbLI HU CHWXaTb, HU YCUNUBaTbL AENCTBUE CTEPUNU3YIOLLEro areHTa Ha WHOKYNMpOBaHHblE
MWKpPOOPraHU3mbl,

4) KONMYECTBEHHYIO OLIEHKY WHaKTUBaLUW MUKPOOPraHU3MOB Ha HOCUTENAX, NOABEPrHyTbIX BO3AEWHCTBUIO CTEpU-
TIN3YIOLLEro areHTa, U BOCCTAHOBNEHUS MUKPOOPraHM3MOB ¢ HOCUTENeNn, noaBeprHyThiX BO3AENCTBUIO CTEPUNU3YIOLLErO
areHTa.

MpuMevyaHune 2— CM. TaKke npumeyaHue 1.

YKa3aHus, oTHocsilumecs K 5.3.1, nepeuncnenume d)

WcenegoBaHus, NpoBoAKUMBIE ANt XapaKTepusaLuunm CTepUNU3YIOLLEro areHTa, MoryT GbiTk BhINOMHEHBI Ha nabo-
paTopHOM 06OpyAOBaHUM, Ha MOAENN UMK Ha OGLIMHOM PYTUHHO UCNONbL3yeMoM o6opyaoBaHUM. NS Kaxkaon cutyauum
TpebyeTcsa foCTaTo4HOE OnpefereHne CTEPUIIUYIOLLEro areHTa W o6opyoBaHUs ANsi rapaHTUpOBaHHOTO obecneyeHust
BOCTPOVU3BOAUMBIX YCIOBUIA.

CnepyeT yaenuTb BHUIMaHWe BOCMPOU3BOAUMOCTM NMOAFOTOBKU U paboTkl 060pya0BaHUS, MOHUTOPUHIY U KOHTPOJTHO
nepeMeHHbIX, CnocoBbHbLIX NOBMNUATL Ha pe3yrnkTaT UccrefoBaHuii MUKpoGoLuaHOK MHakTuBaLun. Paboune acnekTsl UHaK-
TUBALMOHHBIX UCCIIeA0BaHN MEHSIIOTCSA B COOTBETCTBMU CO CIIOXHOCTBIO CTEPUITU3YIOLLIEro areHTa u/unu o6opyaoBaHus.
Hanpumep, MHaKTUBaLMOHHBIE UCCMEAOBAHUS C XUAKAM XUMUHECKUM CTEPUIM3YIOLLIMM areHTOM, BLINOMHSEMbIE B Npo-
CTOW CTEKNSAHHOW eMKOCTH, ByayT Nno cBOei NpUpoje ropasgo MeHee CroXKHLIMU, YeM TaKue Xe UCCNeAoBaHus! C ra3oBoit
nnasmoii B ka4ecTBe areHTa.

HesaBMCMMO OT CIOXHOCTM NMOATOTOBKA ANS KaXAoro MccnejoBaHus AoMmkHa ObITb JOKYMeHTUpoBaHa; Nniobble n3-
MEHEHUSI B NOLTOTOBKE W WX BMUSIHUE Ha pe3ynbraTtbl MUKpoGouuabIX UccrefoBaHuili JOMmkHLI GbITb OLEHEHb U [OKY-
MeHTUpoBaHbl. PaGoTa ¢ oGopynoBaHMEM W BLINONMHEHWE UCCNEAOBaHUA NpeAnoyTUTENBHO JOMKHBI GbiTh NpoBeAeHb
B COOTBETCTBUM C NPELBapUTENbHO YCTaHOBMEHHLIMU MpouedypaMu. [aHHble, onpefensiolue yCrioBUs BO3aenNcTBUA
CTEPUIM3YIOLLEro areHTa, JOoMKHbI GbITb 3anucaHbl BMECTe ¢ MUKPOBUONOrMYeckUMr U JNOGLIMU APYTUMU N3MEPEHNAMM,
cLenaHHbIMU B X0 € UCTIbITaHMIA.

YKasaHus, oTHocAwWwmecs K 5.3.1, nepeuncneHue e)
HeT fononHUTENbHBIX YKasaHUi.
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YkaszaHus, oTHocsilwmecs 5.3.1, nepeuucnenue f)
HeT fononHuTenkbHLIX yKasaHui.

YKasaHus, otHocawmecA K 5.3.1, nepeuncnetue g)

Mepea Hayanom noboro UccnefoBaHUA MUKPOBOLMAHOW UHaKTWBALMM HEOBXO4WMO rapaHTMpoBaTh, YTO Ha pe-
3ynbTaT UCCIeoBaHNUs He OKaXyT OTpULATeNnbHOro BINUSHUSA MUKpoBoLmMaHbIe UM MUKpobocTaTuiHble addeKTbl U3-3a
nepeHoca CTEpPUNU3YIOLLEro areHTa WNu NPOU3BOAHLIX OT €ro OCTaTKoB B CUCTEMY BOCCTAHOBMEHUA, Takue addeKTbl
MOTYT ObITb YMEHbLUEHbI 3@ CYeT:

1) pa3BefeHNsA CTEPUNU3YIOLLIErO areHTa;

2) ypaneHusa CTepunusyoLLero areHTa;

3) HellTpanusaumn MUkpoboLMAHOro UNM MMKpoBOCTaTUHECKOro AeNCTBUA CTEPUMU3YIOLLEro areHTa Npu ero peak-
LN ¢ COOTBETCTBYIOLLUM APYrUM areHTOM.

Ecnu BTOPUYHBIA HOCUTENb, TAKOW KaK KIeTovHas KynsTypa, UCNosb3YHoT Kak [EeTEKTOPHYI0 CUCTEMY A1 BLIKUBLUMX
UCMbITYEMBIX OPraHM3MOB, OTCYTCTBME BIMSHUSA NepeHoca Ha camy CUCTeMY KIETOYHON KYNbTypbl Takke AOKHO ObiTb
y4TeHo. KOHTpOrb LIMTOTOKCUYHOCTY Takke AOMKEH ObITb BKIIOYEH ANS onpefeneHns BNUAHUA CTEPUNU3YIOLWEro areHTa
Ha CUCTEeMY KIETOYHOIN KYNLTYpbl, UCNOMb3yeMYHo Ana 0OHapyXeHUs UCTLITYEMbIX OpraHn3mMoB. B aononHeHne K sTomy,
NS foKkasaTenbcTBa PYHKLUMOHANbHOCTU KONMNYECTBEHHOW OLIEHKN MOXET ObITb UCMOMNb3oBaHa Harpyska 3 onpefeneH-
HOI CUCTEMBI KIETOYHOW KynbTYpbl, MpefBapuTensHO NogBeprHyTas BO34eNCTBUIO OCTATOMHbIX YPOBHENR CTepunn3yoLLero
areHTa 1 ero NpousBOAHLIX, €CIN TaKoBble CYLLECTBYIOT, C HU3KUM YPOBHEM MUKpoopraHuamos (okono 10).

BbiGop cucTeMbl HeliTpanusayum 3aBUCUT OT NpUPOAbI CTepuMaytolero areHTa. g deKTUBHOCTL BbIGpaHHOMo
HeWTpanuayoLLero areHTa 4omkHa ObiTb NPOAEMOHCTPUPOBaHa A0 Ha4Yana UHaKTUBALMOHHBIX UCCNEA0BaHNIA.

E.5.3.2 HeT gononHuTenbHbIX yKasaHWui.

E.5.4 BosgeicTBue Ha MaTepuanbl

E.5.4.1 OTOT NnoanyHKT paccMaTpuBaEeT BO3AEWCTBUE CTEPUSU3YIOLLETO areHTa Ha mMaTepuansl, Hanbonee WNMPOKO
ucnonb3yemble B NPOM3BOACTBE NPoAYKTa, nognexalyero ctepunusaumn. JomkHel 6biTb OLEHEHb! N KpaTKOBPEMEeHHbIe,
W JONrocpoyHble MOCNefCcTBMSA BO3LENCTBUA Ha MaTepuansl. PaccMoTpeHue BO3[ENCTBUSA CTEPUNU3YIOLLErO areHTa Ha
NPOAYKT NpUBeAeHo B pasfene 7.

E.5.4.2 PaccmoTpeHue AOMKHO BKIOYaTh OLIEHKY KpaTKOBPEMEHHBIX M JONTOCPOYHLIX NOCAEACTBUN BANAHNS areH-
Ta Ha MaTtepwuarnsl NpPW MHOrOKPaTHOM BO3AeACTBUN.

E.5.4.3 HeT ONOMHUTENBLHLIX YKasaHWui.

E.5.5 Be3zonacHoOCTb 1 OKpyXalowas cpeaa

E.5.5.1 HeT 4ononHUTENbHLIX YKazaHWN.

E.5.5.2 MCO 14001 cogepxuT cneuudukaLmio Ansa cucteMbl MEHEAXXMEHTa okpy>atowei cpeabl. UCO 14040 co-
LepXUT PYKOBOLCTBO NO NPOEKTUPOBaHWUIO UCCefoBaHNA ANs OLEHKU XXUSHEHHOro LuKna.

E.6 XapaktepucTuku npouecca u o6opyaoBaHua
HeT fononHUTENBHBIX YKasaHuil.

E.7 OnpeaeneHue npoaykra

E.7.1 B aTOM NyHKTe W3NoXeHbl CBeAeHNA O NPOAYKTE, KOTOpble pacCcMaTPUBAKT NPU OLEHKe CTepunn3aLUoHHOro
npouecca. CTepunmaalmoHHbIiA NpoLecc AOMKEH BblfaBaTb CTepUIibHbIN, 6e3onacHblit U yHKUMOHanNbHbIN NpoayKT. He-
KoTopble ycroBus npoLecca MoryT HeGnaronpuaTHO BNUATL Ha LIEMOCTHOCTb MEANLIMHCKUX U3Aenuii n ux ynakosku. He-
KOTOpble ynakoBo4Hble Marepuansl U YCTPOWCTBa MOTyT MPensTCTBOBaTbL HOPMaNbHOMY XOAY npouecca CTepunusauuin.
[Mo3sTOMY NOANEXUT OLEHKe BNUAHWE CTEPUNU3ALIMOHHOrO NpoLiecca Ha MaTepuansl, Ha pacyeTHLIE XapakTepUCTUKN N Ha
YyNaKoBOYHbIE KOHMUrypaLuunu. Takyto oLeHKy 06bIYHO NPOBOASAT BO BpeMs pa3paboTku NpoaykTa.

E.7.2 MpofyKT MOXeT 6biTb NOABEPXKEH Pa3nNUYHLIM HanNpsHXKEHUAM NOA BAUAHWUEM OKpYXatowen cpefbl BO Bpems
CTepunusauuu, TakuM, Kak M3MEHEHUA faBNEHUA, NOBbILLIEHHAs TeMMNepaTypa N UIMEHEHUA OTHOCUTENLHON BNAXHOCTK.
MpoayKT MOXET Takke BCTYNaTb B peakuuio CO CTEPUNU3YIOLLIUM areHToM u/unu ¢ niobeiM pacteoputenem. KOHCTpyk-
LSt NpoAYKTa AOMKHA rapaHTUpOBaThb, YTO PYHKLMOHANBHOCTL M 6e30NacHOCTb He ByAyT yXyALLeHb NoA BO3AeHCTBUEM
oxujaemoro guanasoHa ycnosuin ctepunusayun. OB6bIYHO MakcMMarbHble 3HaYeHNS YCNOoBUIA cHUTaloTea Hanbonbluein
Harpyskoi Ha NpoAYyKT, BKNo4Yasa ynakosky. ECnn npumeHnMo, oueHuBaeTes 3dhheKT OT MHOrOKPaTHOro BO3AENCTBUSA CTe-
pVnn3aLMoHHOro npouecca.

MpoekTHbIe Aonyckn U KOoHdUrypauum
OT0 04eHb BaXHO ANsi oGecneveHns apdheKTUBHOMO BMycka CTEPUIU3YIOLLETO areHTa U ero pacnpegeneHus.

CocTtaB maTtepuanos

BaxxHO BbIGUpaTL MaTepuansl, LEMOHCTPUPYIOLLWUE afleKBATHYH YCTOHYMBOCTb K XMMUYECKUM U (DU3UUECKUM U3Me-
HEeHUSIM, BbI3bIBaEMbLIM BO3AEACTBUEM CTEPUNU3YIOLWEro areHTa uiunu noboro pacTBOpUTENS B 0XUAAEMOM Anana3oHe
ycrioBuii ctepunusauuu. CBoicTBa Matepuanos, HeobxoauMble ANs yAOBNETBOPeHUs TpeGoBaHUi K (yHKLMOHANBHOCTY
npoAyKTa, Takne Kak pusndeckas NpoYHOCTb, NPOHULIAEMOCTb, (U3MYECKUE pa3Mepbl U ANacTUYHOCTb, OLEHWBAIOT No-
crie CTepunusaLum s rapaHTun, YTo 3TU MaTepuansl Npuemriemsl st UCTIONb3OBaHUsA. SIBreHus Jerpagauuv (Takve
KaK pacTpeckuBaHue, NosiBNieHne XpynkocTu U pasgeneHue Ha dasbl) U3-3a BO3AEUCTBUSI CTEPUIU3ALIMOHHOO NpoLlecca

22



FOCT P UCO 14937—2012

BOIKHEl BbITb MAEHTUDWULMPOBaHEI, @ YCTOMYMBLIE MaTepuanbl JOMKHEI BbiTb cneluduumpoBaHsl. MaTepuansl Takke
BOIDKHEI MO3BOMATEL JOCTATOYHYIO Nepefaqy Uin NpoHUKaHWe CTepUnU3yIoLWero areHTa, Ytobbl rapaHTUpoBaTh CTEpUnb-
HOCTb CTepUnuayeMblx NoBepxHOCTel 1 MaTepuarnoB. MaTepuarnsl AOMXHbI NO3BONATL BEINOMHATL aspaLyio (€Cnv npu-
MEHUMO) 3a MpueMrieMoe BpeMsi U coxpaHsiTe BUOCOBMecTUMOCTb. MeToabl ornpeaeneHus ocTaTKkoB CTepUUayHoLLero
areHTa JornxHbl GbITb BbIGpaHbl U BanuanpoBaHbl Bo BpeMsl pa3paboTku NpoaykTa. ECnu NnpuMeHUMo, OLiEHUBAIOT Takke
3hpeKT OT MHOTOKPATHOro BO3AEACTBIS NpoLecca cTepunuaaLmy.

TpeboBaHusA K ynakoBke

OcHoBHas OYHKLMS YNaKoBKW NPU CTEpUNU3aLm MEAULMHCKAX N3AENUi 3akmtovaeTcsa B obecne4eHnn CoxpaHeH s
CTEPUNBHOCTU MEAMULIMHCKOrO M3Lennsa B TEHEHWe BCEro onpegeneHHoro 4nsa Hero cpoka xpaHeHus. Bo Bpemsa crepunu-
3aluu ynakoBka AOMKHa NPOTUBOCTOATE AENCTBUIO CTEPUNU3ALMOHHBIX YCIIOBUIA, HE OKasbiBas HEraTUBHOMO BIIMSAHUA Ha
obLuee ka4ecTBO NpogyKTa (Hanpumep, BelgeneHne YacTuy).

Bonee agetantHble TpeboBaHWA K ynakoBke npusegeHsl B MCO 11607-1 1 UICO 11607-2.

Mpu BeIGOPE CTepUNbHOR GapbepHoi cucTeMbl ANSA NPOZYKTa, NOANEXAaLLEero cTepunvaanmu, onpegeneHHble Bax-
Hble aKTopbl KOHCTPYMPOBaHUA U NPOWU3BOACTBA AOMXKHLI ObITb PACCMOTPEHBI B OTHOLLEHUW MpoLecca cTepunusaumu,
npeaHasHavyeHHoro Ans obpaboTkn npogykra. Ecnu TpebyeTtcs obecneqnTb NpoHUKaHWe napa, ocobyto BaXKHOCTb UMEET
NPOHUL@EMOCTb YNakoBKW AN AaHHOW cTepunuaytoweit cpefbl. Ans HeNpoHULUaeMbIX ynakoBok (Hanpumep, dpnakoHos,
amnyr, anacTUYHbIX NakeToB) MaTepuan W KOHCTPYKUUA YNakoBKW LOSMKHbI obecnednBaTb afeKBaTHbIA NEPEHOC CTepu-
NN3YIOLLEro areHTa K NpofykTy. Ecnn YacTbio CTepunuaaLoHHoro npouecca ABnseTca yaaneHue Bosgyxa, ynakoska Tak-
Xe JomkHa obecneunBaTh yAarneHue M3 Hee Bo3ayxa 6e3 noBpexaeHWit 1 paspeiBoB. Te YacTu cTepuribHol 6apbepHoi
CUCTEMbI UMM KOMMOHEHTLI NPOAYKTa, KOTopble NpefHasHa4eHbl NS NogAepXaHnsa CTepunbHOCTU (Hanpumep, npobku),
JOMKHBI NPOAEMOHCTPUPOBATL CBOKO CMOCOBHOCTEL COXPaHSTL LIENOCTHOCTb BO BPEMSI U MOCIE BO3JEACTBUS HA HAX Npo-
Liecca cTepunmsauum.

JomkHa 6bITb MPOAEMOHCTPUPOBaHa CNocoOHOCTL 3allWTHON YNaKOBKU COXpaHSTb MPOAYKT BO BpeMs paboTbl ¢
HWM W BO BpeMsi ero XpaHeHus u pacnpegenenus. Ecnv sawutHasa ynakoBKka AoMmkHa BbiTb 3KCNMOHMpOBaHa B Xofe CTepu-
nM3auMoHHoro npolecca, To AoMKHO BTk JOKa3aHo, YTO OHa cnocobHa BbigepKaTb Bo3feincTBMe npolecca 6e3 notepu
cBOel cnocobHOCTK 3alnLaTh NPoAyKT. bornee Toro, f0MKHO GbITE NPOAEMOHCTPUPOBAHO, YTO BTOPUYHAs yNakoBKka He
BMUSIET Ha JOCTUXEHWE YCNOBUIA CTEPUNU3ALIMN B X0 BEINONHEHWUA NpoLecca CTEPUNU3aLIMU U 4YTO NOBTOPHasA CTepunu-
3auus, ecnu TakoBasi NOHaz0buTCs, He NOBNUAET Ha Ka4€CTBO BTOPUYHOW YMaKOBKMU.

CnegyeT Takxe yaenuTb BHUMaHue TpeboBaHnam NCO 17664.

E.7.3 HeT gononHuUTenbHbIX YKa3aHWii.

E.7.4 HeT gononHUTeNbHbIX yKasaHuWiA.

E.8 OnpepneneHue npouecca

E.8.1 OnpegeneHue npoLecca BbINMOMHAKT C LieNbio HaxoXAeHNa NapameTpoB CTEPUNU3aLIMOHHOIO nNpouecca, Ko-
Topble MO3BOMSAT AOCTUrHYTL CreLMdULMpoBaHHbIX TpeboBaHU K CTEPUNBLHOCTM ANA ONpeAeneHHoro npoaykTa 6es
oTpuLaTeNnbHOro Bo3feiCTBIA Ha ero dyHKUMOHaNbHOCTb. Takum obpa3omM, onpefeneHne npouecca BKNIOYAET B cebn,
Kak MMHUMYM, 4Be YacTu paboTbl: O4Ha HanpaBneHa Ha OLEHKY BNUAHUA (€CNW TakoBOE CYLLIECTBYET) psga BO3MOXHBIX
3Ha4YeHUI NepeMeHHbIX NpoLecca Ha NpoAYKT U YNaKoBKY, BTOpas HanpaBneHa Ha onpefeneHne napameTpos npouecca,
KoTopble o6ecnevaT yf0BreTBOpPeHNe cneybnuMpoBaHHbIX TpeboBaHUi kK CTEPUNBLHOCTM NPOAYKTA.

MockonbKy cTepunuaaums obbl4HO He yNydlwaeT xapakTepucTUKU MPOAYKTa, BO BPeMs onpefeneHun npouecca
cregyeT TWaTeneHo BelibupaTe 3Ha4eHUs U JOMYCKW KaxKA ol NepeMeHHoi npouecca. Kak npaBuno, Te NnepeMeHHble, KOTo-
pble Npy yBeNWYEHUN 3Ha4UTENbHO ynydliatoT 3 deKTUBHOCTL CTepunu3aumn 6e3 yxyaLweHUa XxapakTepucTuk NpoaykTa,
JOMKHbI BbITb MaKCMMU3NpPOBaHLI BO BpeMs onpeaerneHus npouecca. M Hao6opoT, Te NnepemMeHHble, KoTopble Npu yBe-
FIMYEHWUN 3HAYUTENBHO YXYALLAKT XapakTepucTUKN npogykTa 6e3 nosbileHUs ahEeKTUBHOCTN CTepUnu3aLmn, JOMmKHbI
6bITb MMHUMU3NPOBaHLI BO BpeMs onpefeneHus npolecca. B gononHeHne K 3ToMy, ecnu cyLecTByeT NOpor, Npu NpeBbl-
LUEHWUW KOTOPOro HabroaaeTes 3Ha4uTeNlbHOe yXyALLEHUe XapakTepucTUK NPoayKTa UNKU YNakoBKWU, TakoW NOPOr JOMKeH
ObITb AOKYMEHTUPOBAH.

XOTA 1 xenaTesibHO BhIMOMHATE OLEHKY BCEX OCHOBHbIX U 3aLLMTHBLIX YNAaKoBOK B XOA4€ UCCNef0BaHuWii onpegeneHus
npoLjecca, STO He BCeria BO3MOXHO. B GonbluMHCTBE crnyqaes cTepunbHan GapbepHas cucTeMa MOXET U AomkHa BbiTb
ucrnonb3oBaHa B UCCIefoBaHWUSAX OnpegenexHuns npolecca, Tak Kak OHa MOXET BNIUSATb Ha CKOPOCTb AOCTUXEHUS YCNOBUIA
cTepunusauyuu. Ecnn ans sTux uccnenoBaHUin UCMONBL3YETCA SKCNEPUMEHTanbHoe CTepunusayuoHHoe obopyaoBaHme,
3TO MOXET He AaTb BO3MOXHOCTU NopobpaTh 3alyMTHYI0 YNakoBKy, KoTopas Morna 6bl Takke NOBNUATL Ha JOCTUXEHWE
ycrnosuid ctepunuaaumu. bonee Toro, apPeKTMBHOCTE CTEPUNN3ALMOHHOMO NPOLIECCa MOXET 3aBUCETh OT KOHUrypauum
3arpysku, ee Macchbl, NOTHOCTU U T. 4. Mo 3TUM NpUYMHAM XenaTeNbHO BbINONHUTL UCCNEA0BaHUA MO ONPEASNEHNIO NPO-
Lecca, rAae 3To BO3MOXHO, Ha oBopynoBaHuu, koTopoe B AanbHelweM 6yaeT paboTaTb ¢ 3arpy3koi. XoTS BAUSHUE CTEpH-
NM3auUMOHHOl 3arpysku ByAeT oLeHeHO BO BpeMs BanugaLuuu, peKoMeHAYeTCA NPOBECTU ero OLEeHKY Kak MOXHO paHbLue,
Ha cTaguu pas3paboTku, eCrk 3TO NPaKTUYECKN BO3IMOXHO.

E.8.2 CTepunusalmoHHelii npouecc onpegensetcs, 6asnpyscb Ha MHAKTMBaLUM MUKPOOPraHU3MOB. STU MUKPOOP-
raHW3Mbl MOTYT ObITb Kak €CTECTBEHHbBIM 3arpsi3HEHWEM Ha NPOAYKTE, TakK U KOHTPOSbHBIMWU MUKPOOPraHU3MamMu, NnpeacTas-
NALWUMU TaKyto e GonbLUyo Harpy3Kky Ansi CTEpUnNU3aLMOHHOro NpoLecca, Kakylo MOXeT NpeacTaBNATbL eCTECTBEHHas
OuoHarpyska npoaykTa. CyLlecTByeT, 0fHaKo, onpefefieHHoe Y1Ccno cTaguit onpefeneHna apdPeKTUBHOCTU Npouecca,
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KOTOpbIe AOMKHbI BbITb BLINOMHEHbI ANS MONYYEHUA YBEPEHHOCTU B NpaBUNbLHOCTY BLIGOpa napamMeTpoB npolecca. Ecnu
JomkHbl BbITb Ucnonb3oBaHbl Guonoruyeckne MHAUKaTOPLI, 3TW cTaguu ByayT BkodaTe B cebs BbiGop Guonorndeckux
WHAWKATOPOB, onpefeneHne 30H, Hanbonee TpyAHO NoAAaloLLMXCsa CTEPUNN3aLn, OLEHKY NeTansHOCTU B 3TUX 30HaX, a
TakKe OLEHKY BIUSAHUS YNaKOBKW W KOHMUIypaLuy 3arpy3sKu.

M3 AnanasoHa 3Ha4YeHWn N3yYeHHbIX NepeMeHHbIX npoLlecca ANs BCeX NPOLECCHbBIX NepeMeHHbIX, KpOMe OHOM,
LLOMKHO BbITb ONpefeneHo efUHCTBEHHOE 3HaYeHNe C COOTBETCTBYOLUM AonyckoM. OBbIMHO NpoLeccHas nepemMeHHas,
KoTopasi He onpefenseTca — 370 BpeMA. [na nony4yeHus KpuBoi BBPKMBAEMOCTU BLIMOMHAOT CEPUI0 UCCrenoBaHui,
KOTOPYHO 3KCTpanonupyoT Ans obecrnedeHns nonHoro onpegenexus npouecca. Popma KpUBOIA BEXKUBEEMOCTU MOXET OT-
nn4aTbea OT TOW, koTopasa Habnoganack B NpeAblAyLWLUX UCCIeA0BaHUAX AN XapakTepusaLun CTEPUNUSYIOLLIEro areHTa.
Hanpumep, kpvBas BbXXMBAEMOCTW, MOMyYeHHas BO BPeMs XapaKkrepusauuw, morfa UMeTb Bug NPAMOA NMUHUKA. BToro
MOXHO BbINO oXuAaTh, KOrAa napameTpbl npoLecca NOMHOCTHI0 AOCTUTHYTHI K Havany dasbl 3KCno3nuum U nonHoOCTL
cbpolueHbl B KoHUe dasbl cTepunuaauuu. OgHako Npu U3MEpeHUn UHakTMBauuu B Haubonee TpyaHO CTEpUNU3yeMOM
MecTe NpoLeccHble napaMeTpbl MOryT BbITb HE NOMHOCTLIO AOCTUrHYTLI B Ha4arne npoLecca U He NONHOCTLIO COPOLLEHB! K
€ro oKOHYaHuo. OTO crnyyail, TUMUYHLINA A4S NPOoLEeccoB, BKIOYaoLWmUX B cebs Harpes Wnu BNyCK U NPOHWKHOBEHWE rasa.
B nopo6HeIx cnyyanx adhdeKTUBHOCTL CTepunuaytoLlero areHTa 6ygeT BoapacTaTb CO BpEMEHEM U KpuBas BbiXMBaeMo-
CTW ByAeT UMeTb BU BOTHYTOW KpUBOIA OTHOCUTENBHO ocu X. OfHaKO HU B KaKoi MOMEHT BPEMEHU CKOPOCTb MHAKTUBaLMK
He MOXET 6bITb Gonblue To, YTo Habnoganach BO BpeMs UCCIefoBaHuUiA ¢ Lenbto xapakTepuaauun. M Haobopor, ecnu
npoLeccHble NapameTphl YMEHbLUIAKT 3Ha4YeHne BO BpEMEHMW, MUKPOBOLIMAHEIA adhdeKT cTepunuaytoLlero areHTa oyget
YXyALaTbCsA U KpUBasi BbIXMBAEMOCTU NPUMET BUJ, BbIMyKIbIA 0THOCUTENBHO ocu X. B aToM cryydae puck npu npefckasa-
HUW KOHEYHBIX TOMEK CTaHOBUTCS Bonblue U PEeKOMEHAYETCA OLEHUTE APYrie 3Ha4eHUsA NPOLECCHBIX MEPEMEHHBIX.

E.8.3 [na BuiGopa Buonornyeckoro MHAUKaTopa crnegyeT npoBecT 0630p faHHbIX, NMOMyYeHHBIX NPU Uccnejosa-
HUAX MUKPOBUONOrM4ecKon nHakTueaLmm (cM. E.5.3). Buonorndecknii MHAUKaTOP AOMKEH UMETL OTHOCUTENBHO BLICOKYIO
COMPOTMBIIAEMOCTb K CTEPUMU3YIOLLIEMY areHTY No CpaBHEHUIO C APYrMMU MUKpoopraHuaMamu. B gononHeHune K aToMy Ha-
rpy3Ky, NpeacTaBnsaeMyto GMonNornieckum UHANKaTopoMm, CrneayeT cpaBHUBaTE ¢ GUOHArpy3Koi NPpoayKTa W, €Cnn 3Ta Ha-
rpyska 6onblue, 4eM BuoHarpyska npogykra, 6GMonornyeckuii MHLMKaTOP MOXHO CHUTATb NOAXOAALLNM ANS onpeaeneHus
rpouecca u NocrneayrLmx BanuiaLumnoHHbIX NccrneaoBaHui. XoTa U HET He0OX0AUMOCTU B onpeaeneHnn 3Hadenns D ana
Kaxgoro nsonsta 6MoHarpysku, BaXKHO OLieHUTb Hanboree pe3nCTeHTHYI0 YacTb NnonynAuun Guonorudeckoin Harpysku. OT-
HOCUTEemNbHasA UHaKTUBaLMA MOXET ObITh OLieHeHa Yepes CTyneH4YaToe BO3feiCTBUe CTePUNU3YIOLLEro areHTa.

Korga Guonoruyeckuii MHgmkaTop BbibpaH, ycTaHaBNMBalOT NOAXOAALLEE MECTO €r0 PacnoNOXeHNA BHYTPU NPOAYK-
Ta. OnpegeneHune v yTBepxgeHue aToro MecTononoxXeHns MoryT 6biTb OCHOBaHb! Ha 3KCNEPTHOW OLEHKe cTepunu3auu-
OHHOrO MpoLiecca 1 AOKYMEHTUPOBAHHOM 060CHOBaHWUK TOrO, NO KaKoW NPUYUHE AAHHOE MECTO ABMNAETCA €4UHCTBEHHBIM,
rae OyayT NOMHOCTLIO JOCTUTHYTHI YCNOBMSI cTepunusauun. Ecnn Takoe ejUHCTBEHHOE MECTO He MOXET ObiTb YBEPEHHO
yKasaHo, Torga criefyeT OLEHUTb HECKOMBbKO MECT, B KOTOPBIX NMPeAnofoXuTenbHo Haubonee cnoxHo obecneuntb yc-
NoBUSA cTepunmsauni. buonornyeckne MHAKUKaToOpLl pacrnonaratoT B KaXAoM U3 3TUX MECT BHYTPU NpogyKTa v npoaykt
rofBepraoT BO3LeNCTBMIO HECKOMBKUX CTEPUNU3aLMOHHbBIX MpoLeccoB. MecTo, rae NocTosHHO HabnogaeTcs Hambonb-
Liee YUCMO BEDKMBLUMX MUKPOOPraHU3MOB, AOMKHO BbiTh BEIOpaHO B ka4ecTBe TOMKM ¢ Haubonee TpyaAHO AOCTUNKUMBIMA
YCrOBUSMU CTEPUNU3aLMK.

E.8.4 HeT gononHuUTenbHbIX YKasaHWiA.

E.8.5 HeT gononHUTENBHBIX YKa3aHWN.

E.8.6 HeT gononHUTENbHLIX YKa3aHWiA.

E.8.7 HeT gononHUTENBHBIX YKa3aHUN.

E.8.8 Ecnu oueHka pucka ANs 3[0poBbs, BbINOMHAEMas B COOTBETCTBUU ¢ TpebosaHuamn 8.8, o6HapyxusaeT
OCTaTKN CTEPUIU3YIOLLEro areHTa, ANnsi KOTOporo AoMkHbI ObITb YCTaHOBMEHLI 40NYCTUMbIE Npeaenbl, onpeaeneHne npo-
Liecca JOMKHO ObITb HanpaBneHo Ha MUHUMU3ALMIO CYLLLECTBOBaHUA TakUX OCTaTKOB Ha MPOAYKTE UMW BHYTPU Hero ¢
cobritoaeHneM cneumduLUpoBaHHbLIX TpeboBaHWA kK CTEpUNBHOCTU. B AoNoNHeHWe K 3TOMY BO3MOXHO NOHaZ06uTCs Bbi-
MOSIHUTE onpeaeneHune nocTobpaboTku AN fanbHeRLIero yMeHbLUEHUA KONUYECTBa OCTATKOB ¢ LieNbIo BOWTU B cneundm-
LpoBaHHble Npegensl. Ecnn nocrobpaboTtka HeobxoauMa, ee onpeaensioT 1 BanMaupYIOT Kak YacTb CTepUITU3aLUOHHOIO
npovecca.

E.8.9 Ecrnn npoaykT fomkeH 6biTb CTEpPUNU30BaH NOBTOPHO NGO B Ka4yecTBe YacTu ero UCMosb30BaHUs Mo Ha3Ha-
YeHuto, NMbo nocre Heyaa4Horo npolecca cTepunuaasum, NPUrogHOCTb NPoAYKTa M YNaKoBKM K MOBTOPHON cTepunu3aLum
1 pesynsTaThbl BO3eACTBUS MOBTOPSIIOLLUXCS SKCMO3NLUIA Ha PYHKUMOHANBHOCTE NPOAYKTa AOIPKHbLI ObiTh MCCneqoBaHbl.

E.8.10 HeTr gononHUTErNbHLIX YKasaHUM.

E.9 Banupauusa

E.9.1 O6wasa uHdopmauma

BanupgauuoHHble nccnefoBaHnsa COCTOAT U3 MUHUMYM TPeX OCHOBHBIX 31IEMEHTOB, Kak onucaHo B E.9.2—E 9.4

E.9.2 ArtecTtaumusa MoHTaxa (1Q)

[ns HoBoro o6opyfoBaHnsa atTecTaums MoHTaxa (IQ) Ha4uHaeTcs ¢ onpeaerneHusi NPoeKTHLIX TpeGoBaHuid, Tpebo-
BaHWI K 3aKyrKe 1 TpeboBaHUin K MOHTaXy. ATTecTaLmst MOHTaxa 6a3upyeTcs Ha cneludukaLusx, KOTopble rapaHTUPYIOT,
YTO TpeboBaHNSA K KOHCTPYKLIMK U K MOHTa>Xy BbINONHeHbI. ATTecTalus MoHTaxa AosikHa 6biTb JOKYMEHTUPOBaHa, a A oKy-
MeHTaLUA JoMmKHa BKIoHaTh B ce0s YepTexu 1 nogpobHOCTU BCEX KOHCTPYKLMOHHLIX MaTepnanos, pasMepoB U 40NyCKOB
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KaMmepbl, B KOTOpYlo ByAeT nomelleHa 3arpyska (€cnu NpUMEHUMO), NOAAEPXKUBAIOLLUX U NUTAIOWUX CPel U UCTOYHMKOB
nMTaHuA.

PesyneTaThl aTTecTayUm MOHTaXa JAOSDKHbI ObiTb YTBEPXAEHbI Nepen BbINOMHEHWEM aTTecTauuu SKennyarauun
(OQ) o6opyaoBaHus.

E.9.3 Artectrauus skcnnyarauuu (OQ)

AtTectaums skcnnyatauun (OQ) cocToUT U3 AOKYMEHTUPOBaHHbIX WCMbITaHMi obopyaoBaHus B npeaenax ero
cneundnUUpoBaHHBIX U YCTAHOBIEHHBIX pabo4nx AnanasoHoB ANA NPOBEpKN HenpepbiBHOW paboTocnocobHocTU. ATTe-
cTauums aKcnnyaraumm AorxHa bbiTb JOKYMEHTUPOBaHa U yTBEPXAEHa Nepes BLINONHEHNEM aTTecTauuu sKkcnnyaTupye-
moro o6opyaoBaHus (PQ). [lokymeHTaums fomkHa BKIoMaTh NOAPOGHOCTHU paboThl CUCTEM TPEBOT, CUCTEM MOHUTOPUHIa
€ Aonyckamu Ha peakuuio 1 TpeboBaHUAMU K TOMHOCTH, paboune npeaentl BCex KPUTUHECKUX NEPEMEHHBIX npouecca U
NpoBepKy YCTPOICTB M dbyHKUMIA BesonacHocTu.

E.9.4 Artecrauus sakcnnyarupyemoro o6opyaosanua (PQ)

E.9.4.1 Het fonONHUTENbLHBIX yKasaHUN.

E.9.4.2 Atrectauyus akcnnyarupyemoro o6opyaosaHus (PQ) COCTOUT U3 AOKYMEHTUPOBAHHBIX UCMIbITAHWIA, BBINON-
HAeMbIX AN NONyYeHNs YBEPEHHOCTU B TOM, YTO KOHEYHbLIN NPOAYKT, NPOU3BEAEHHbIN cneynduyMpoBaHHbIM NPOLEeccoM
Ha cneyuduLmMpoBaHHOM 060pya0BaHUK, oTeedaeT TpeboBaHUAM B6e3onacHOCTH, kadecTBy U pabovnM xapaKkTepucTukam.
Mcnonb3oBaHue B UCMBITAHUSAX MPOAYKTA, BEINOMIHAEMOE TEM XXe CNOCOBOM, YTO U NPU PYTUHHOM €ro UCNoNb30BaHWUK, SIB-
NAETCA BaXHbIM ANEMEHTOM aTTecTaLmu akcnnyatupyemoro o6opyaoaHus (PQ). B sononHeHne K NpoayKTy MOryT 6biTb
MCNoNb30BaHbl U Apyrue Marepmarnsl, 4To6bl MOXHO 6bINO COCTaBUTL CTEPUNU3ALIMOHHYIO 3arpys3Ky.

E.9.4.3 TpoayKT, Mcnonb3yeMblil Npu atTecTayuu skcnnyatupyeMoro o6opyaoBaHus, ynakoBbIBaeTCA TEM XKe Cro-
cob0oM, KOTOpbIiA AOMKEH MCNOSb30BaTLCA B PyTUHHON paboTe, HO Apyrue maTtepuansl, Taloke UICNOMb3yeMble NpU aTTecTa-
Lumn aKkcnnyatupyemoro obopyfoBaHusi, MOryT He Tpe6GoBaTb ynakoBbiBaHUA TakuM cnocoboM. M3meHeHWe nepeMeHHbIX
npovecca, CNoCOBHLIX NOBAUATL Ha Ka4eCTBO YNaKoBKN NPOAYKTa, AOMKHO BbiTb HYacTbio UCNBbITAHWIA.

E.9.4.4 HeT fononHUTENbHBIX YKa3aHWiA.

E.9.4.5 HeT fononHUTENbHBIX YKa3aHWiA.

E.9.4.6 HeT fononHUTENbHBIX YKa3aHWiA.

E.9.4.7 HeT fononHUTENbHBIX YKa3aHWiA.

E.9.4.8 HeT AoNOMHUTENbBHBIX YKa3aHUN.

E.9.4.9 HeT gononHuTeNbHbIX YKazaHWiA.

E.9.4.10 HeT foNONHUTENBHLIX YKasaHWA.

E.9.4.11 HeT fOMNOMHUTENBHBIX YKa3aHUN.

E.9.4.12 HeT 4ONOMHUTENBHBIX yKa3aHWUNA.

E.9.5 AHanus u yTBepxaeHue pe3ynsraToB BanuagaLum

HeT gononHuUTenbHLIX yKasaHuii.

E.10 TeKywMe MOHMTOPUHT U KOHTpPONb

E.10.1 TekyLyne MOHUTOPUHI U KOHTPOSIb CTEPUNU3ALIMOHHBIX NPOLIECCOB OCHOBaHbI, B NEPBYIO ovepefb, Ha n3Me-
peHWUU OCHOBHbLIX NapaMeTpOB B XOf € CTEPUNU3aLMOHHOro npouecca. MoxeT notpeboBaTbes Nogaepka aTUX M3MepeHuid
nyTeM UCNonb3oBaHna GMONOrMYECcKNX UMM XUMUYECKUX UHANKaTOPOB.

MpoLenypbl TEKYLLEro MOHUTOPUHIA U KOHTPOMNS HeobXoAUMBI ANSt YBEPEHHOCTU B TOM, YTO NapameTpbl CTEPUIU-
3aLMOHHOro nNpoLecca HaxXoAsATCA B YCTaHOBMNEHHLIX Npefenax B TeYeHUe atrectalymm aKcnnyarmpyemoro o6opyaosaHus
(PQ). 3Tv npoueaypbl AOMKHBI OMUCHIBATL UCTMILITAHUS U MPOBEPKM, U NEPUOANYHOCTb, C KOTOPOW 3TU UCMIBbITAHUS U MPO-
BEPKU cneayeT BbINOMHATD.

E.10.2 B gononHeHUe K ckazaHHOMY OMNpeAensioT TOYKU HENOCPEACTBEHHbLIX 3aMepOoB AN TEKYLLEro MOHUTOPUHIA,
TaKune Xe, Kak MecTa pacroroxeHusi GUornormiyecknx N XMMMYeckx MHAMKaTopos. NpaBunbHOCTL BLIGOpa TOYEK Teky-
L{ero MOHMTOPUHIA W MoBbIX UCMONb3yeMbIX YCTPOUCTB AN UCTIbITaHWA NpoLiecca AomkHa ObiTe gokazaHa (cM. 9.4.4).

E.10.3 HeT gononHuTenbHbIX YKa3aHWUA.

E.10.4 Ecnu npoayKT cTepunu3oBaH NoBTOPHO M3-3a TOrO, YTO Ha4yarbHOe BO3[eACTBUE CTEPUNU3ALIMOHHOIO Npo-
Liecca BbIXOAUNO 3a npefensl ero cneyudukaumm (cMm. Taioke E.8.9), sanuck o nepBU4HOM CTepUnNU3aLUoHHOM MpoLiecce
AomkHa 6bITb BHECEHA B 3aM1CK O CTepunusaLmm Nubo Ha Hee formkHa 6bITb caenaHa cebinka.

E.10.5 HeT gononHUTENbHbBIX YKa3aHUN.

E.10.6 Het gononHuTenbHbIX YKa3aHUiA.

E.11 Bbinyck npoaykTa nocrne crepunusaumm

E.11.1 Ecnu cTepunusayunoHHblii npoLecc, AeUCTBYIOLLMIA B Npefienax ykasaHHbIX 40MNyCKoB, NPoAEMOHCTpUupoBan
CBOI0 3(pPEKTUBHOCTE U BOCMPON3BOAUMOCTDb, TO NOATBEPXAEHUE TOro, YTO NapamMeTpbl NpoLecca HaxXoauNUeh B cneLu-
duULMpoBaHHbLIX Npefenax, NPMHUMaETCs Kak joKa3aTenbCcTBO afjeKBaTHOCTU npouecca.

PasnuuHble dbapmakoneu cneuuduULMpyoT MCMBITAHWA HA CTEPUNBHOCTb, KOTOPble MOTYT GbITb NPUMEHEHb! K 06-
pa3LaM, U3bATLIM U3 NapTUM NPoAYyKTa, MOABEPrHYTON CTEpUNN3aLMOHHOMY npoueccy. LIeHHOCTb BINONHEHNA TaknX Npo-
BEPOK Ha CTepUNbHOCTL OrpaHMyeHa Mo NpuYnHe YyBCTBUTENBLHOCTU MeTofa. HacToawuii ctanaapT He TpebyeT npume-
HEeHUs1 NpoBEpOK Ha cTepurnbHOCTb. OHAKO, eCrin U3roToBUTENL crneLmduLupoBan Takyo NPoBEpKY Kak YacTb KpUTepus
ANA BbINycKa NpoAyKTa nocfe crepunuaauum, NpoayKT paccMatpusaroT n obpabaTbiBaloT Kak HECOOTBETCTBYIOLLMWIA, ecrin
KpUTEPUN MPOBEPKU OKAXYTCA HEAOCTUrHYTHIMMU.
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E.11.2 MapamMeTpuueckuit BbINycK SBNAETCA AeKnapauueil aqekBaTHoOCTM CTEpUIM3aumMmn NpoaykTa, 6asupytollen-
Csl Ha HEMOCPEACTBEHHOM U3MEPEHNN N OLUEeHKe NapaMeTpoB npouecca. [Ana napameTpuyeckoro Beinycka He Tpebytotes
HU 06pa3sybl NpogyKTa, HU UHAMKATOPbI.

[onycTuMocTb napameTpryeckoro Buinycka 4omkHa GbiTb NpoaeMoHCTpupoBaHa B xoge paspaboTku U Banuaaumum
CTepunu3aLuoHHoro npouecca. [nsa Toro YTobbl 6bIN0 BO3MOXHO MPUMEHEHUE NapamMeTpUYeckoro Buinycka, Bce napa-
MeTpbl npouecca AOMKHbLI BbITe onpegeneHbl U GbiTb 0GBLEKTOM MOHUTOPUHIA; ANS BbINyCKa NPOAYKTa 3HAYEHUA napa-
MeTpOB NpoLiecca AOMKHbI NexaTb B Npegenax cneynduunpoBaHHLIX 4omnyckoB. MNapameTpuieckuit BoiNyck MOXET BbiTb
NpUMeHEeH TOMbKO TorAa, Korda ecTb GonbLIoi ONbIT UCNOMbL30BaHNA Npoliecca cTepunnsauynu. OBbIMHO BO3MOXHOCTL
napaMeTpU4ecKoro Bhifycka oLeHWBaeTcA Gonbluei YacTbio ANSA ONpefeneHHoro CTEpMNN3aLUNoHHOro Npouecca U onpe-
ZerneHHOro NpoAyKTa, YeM Ans o6Lwero NpUMeHeHus.

E.11.3 Ecnu gns Bbinycka NPoAYyKTa A0MxHE! GbiTe UCNOMb30BaHLI BUONOrMYECcKne MHAUKATOPL!, 3anNnUCKh O pusnde-
CKUX MapaMeTpax npoLecca 1 pesynsTaTel NPOBEpKU UHANKATOPOB CrieAyeT cpaBHMBaTL ANSA AEMOHCTPaUnN 3 deKTMB-
HOCTM NPOXOXAEHUS CTEPUMU3ALMOHHOrO NpoLecca.

PykoBoACTBO Mo BLIGOPY, UCNONB30BaHWUIO U MHTEPNPETALUU pe3ynsTatoB GUONOrMYECcKNX HANKATOPOB NpUBEAEHO
B NCO 14161.

E.11.4 Heyaaya B JOCTWKEHWUN NPOUECCHLIX cneuuduKaLnii unnm HecnocoGHOCTE MHAUKATOPa YAOBNETBOPUTL €r0
cneyuuLmMpoBaHHbie TpeGoBaHUA LOMKHA NPUBOAUTL K MOMELLEHUIO 3aTPOHYTOrO NPOAYKTA B KapaHTUH W NPOBEAEHUIO
paccriefoBaHusi HeyfayHoro npouecca. [eicTus, NpeanpuHUMaemMble BO BpeMA paccnefoBaHus, A0MKHLI GbiTe AOKY-
MEHTUPOBaHbI, @ pe3ynkraTsl paccnefoBaHNa 3annucaHsl.

Ecnu napaMeTpbl npoLiecca HaxoAaTcs 3a Npeaenamn Ux cneunuUMpoBaHHLIX JONYCKOB, NPOAYKT HE NOANEXMUT
Bbinycky. [poAyKT NOANEXMT OLieHKe B COOTBETCTBUM C NpoLeaypamn o6paboTkn HECOOTBETCTBYIOLWEN NpoayKunn. Pelle-
HWe OTHOCMUTENBHO pa3sMeLLEHUS Takoro NPoAYKTa A0MKHO GbiTe 3annucaHo.

E.12 NoanepxaHue achdeKTUBHOCTHU Npouecca

E.12.1 O6wme TpeGoBaHuA

HeT gononHuTenbHbIX yKaszaHuid.

E.12.2 MNMepekanubpoBka

HeT gononHuTenbHbIX YKazaHuid.

E.12.3 O6cnyxuBaHue o6opyaoBaHus

HeT aononHuTenbHbIX YKazaHuid.

E.12.4 lMepearrecTauua

E.12.4.1 OnA 3aWnTbl OT HEYYTEHHbIX UMKU CllyYyalHbIX U3MEHEeHU cneayeT nepuoguyecku NOBTOPSATL BIMOMHE-
HWe aTTecTauuil ycTaHoBNeHHOro o6opyAoBaHUs, SKCMnyaTauum, sKennyaTupyemoro o6opyaoBaHus YacTUYHO MK Non-
HOCTbIO. MIHTepBan mMexay nepuogamu nepearrectauuu AorKeH ObITb onpefeneH UCXoAs U3 NPUPOALlI CTepUnn3aLuoH-
Horo npouecca U konmyecTsa A0CTYNHbIX AaHHbIX Mpolecca. MHTepBan MOXET MEHSATBCS C YYETOM UCTOPUYECKUX AaHHbIX,
LeMOHCTPUPYIOLLMX BOCTIPOU3BOLMMOCTbL NpoLiecca U COOTBETCTBUE NapaMeTPoB NpoLecca YCTaHOBIIEHHBIM crieLudu-
Kauusim. OBbIMHO MepeaTTecTaluto cregyeT BeINONHATE Mo co cneynduLMpoBaHHOR CTEPUNU3ALMOHHON 3arpy3Kkoin,
nmbo ¢ onpefeneHHsIM NPOAYKTOM MW ero uMutatopoM. OfHaKo, ecnu nepearrectauua obHapyXUBaeT U3MEHEHWe B
npoLecce, MOXeT NoHago0bWTECA BINOIHEHUE aTTecTauun akcnyaTupyemoro obopyaoBaHus (PQ).

E.12.4.2 PesynsraTbl NpefblAyLUMx Banujaunii n nepeatrectalyii JOMKXHbI ObITb pacCMOTPEHb! MPU MPUHATUN pe-
LLEHWs 0 NpoLleaype nepeatTecTaLuu.

E.12.4.3 [aHHble nepeaTTecTauyu AOMKHLI OblTb CpaBHEHbI C 3anUCAMU NEepBUYHON Banuaauun (M mobbix no-
cnegyowmx nepeatrecTalnii) AnNsA NoaTBEpXKLEeHUs COXPaHEHUs HavanbHbIX pabounx xapakTepucTuk. 3To cpaBHEeHMe
obrer4yaercs cnonb3osaHueM obLLero (YHUdpULMpoBaHHOro) doopmaTa ANsi OTHETOB O Banugauyun 1 nepeartrecraLuu.

E.12.5 OueHka nsmeHeHui

MpuMmevyaHne — CUCTEMY KOHTPONS U3MEHEHWA UCMOMb3YIOT ANA onpeferneHns HeobxoguMoCTU NOBTOPHOWM
aTTecTalumn sKcnnyatauunm Unu aTTectauun aKcrnyaTupyemoro obopygoBaHus. ATTecTauus Heobxoguma, ecrm crepu-
nu3auuoHHoe obopyaoBaHWe MoABeprioch CyWeCTBEHHbIM U3MEHeHWAM (annapaTHbiM U NPorpaMMHbLIM) UK ecnun B
npouecc (cM. E.12.5.1), npodyKT unu ynakosky (cMm. E.12.5.2) 66 BHeCeHbl U3MEHeHUs, crnocobHble NoBNUATL Ha ad-
heKTUBHOCTb CTepunusaLuu.

E.12.5.1 Hwxe npuseaeHsl npuMepsbl (He 06s3aTensHO BCeoXBaThIBaOLLME) U3MEHEHWIA, KoTopble MoryT noTpebo-
BaTb BbLINOMHEHWS aTTecTalumn aKkennyaTupyemoro obopyaosaHns (PQ), ecnu oTCyTCTBYHOT faHHbIe, JEMOHCTpUpYOLLMe
PaBHO3HAYHOCTb A0 U NOCNE Takux U3MeHeHWIA:

a) OBopynoBaHue: W3MEHEHWS, KOTopble BIMSIIOT Ha CMOCOBHOCTL MOAAEPXMBaTb CrneLuduLMpoBaHHLIe napa-
MeTpbl nMpoLecca, UM U3MEHEHWUSA CTEPUNU3YIOLLEro areHTa u/unu ero NnpeacTaBneHuns.

b) Mpouecc: usmMeHeHUA B npoLecce, KOTOPble MOTYT CYLLECTBEHHO W3MEHWUTb CnocoB, KOTOPLIM AOCTUraTCs U
KOHTPONWpYIOTCA napameTpbl npolecca (HanpuMep, W3MeHeHUs B MporpaMMHOM ofecredeHnn cucTeMbl ynpaeneHus
npoLeccoM).

¢) 3arpyska npoAyKLMW UNK MNOTHOCTbL. U3MEHEHMUS B NpeABapUTeNbHO BannAnPoBaHHbLIX 3arpy304HbIX KOHUrY-
paLusx, KoTopble MOryT NOBMWUATL Ha NPOHWKHOBEHWE CTEPUNU3YIOLLIEro areHTa B 3arpysky.
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E.12.5.2 Huxe npuBeaeHbl NpuMeptl (He 06513aTenbLHO BCEOXBaTLIBaOLUE) UIMEHEHWNIA, KOTOpLIE MOryT noTpebo-
BaTb BbINOSIHEHUA aTTecTalumn sKkcnnyaTupyeMoro obopyaoanua (PQ), ecnu oTCyTCTBYIOT laHHbIe, JEMOHCTPUpYoLLne
PaBHO3HaYHOCTb 10 M NOCNE TakuX U3MEHEHWUIA.

a) MpoAyKT: U3SMeHeHUs MaTepranos NPoAyKTa, UX cocTaBa UMW TONWMWHLI, cCNoco6oB cOOPKM MPOAYKTa, KOHCTPYK-
LMOHHBIX WU pac4eTHLIX JONYCKOB, KOTOpLIE MOMYT NOBMUATL Ha 3PPEKTUBHOCTL CTEPUNU3aLMOHHOrO npoLiecca.

b) YnakoBka: U3BMEHEHNS] B KOHCTPYKLIUM YMaKOBKK, KOTOPbIE€ MOTYT CYLLECTBEHHO NOBMUATL Ha PUsNYeckne CBO-
CTBa YNaKoBKWU U AOCTUXEHME YCMOBUIA CTepunuaaLuu.

Ta6nuya E.1 — OneMeHTbl XapaKTepuCTUK CTEPUITM3YIOLLIErO areHTa, pa3paboTku, BanujaLMm U TeKyLLero KoHTpons

CTepuUnn3aLuoHHOro npoLecca

- BnusiHue Ha MaTepuan,

- BesonacHocTb M oKpyxatowwas

OnemeHTbI HasHaveHue KoMnoHeHTb! OTBeTCTBEHHLIE CTOPOHbI
Cucrema Obecne4nTs  CTpYK- - MepcoHan u TpeHuHr, Bce cTopoHbI B YacTu, Kacato-
MeHe[XKMeHTa TYpY ANA KOHTPOIS BCeX - [lokyMeHTaums, LLENCH BLINOIHAEMbIX SNIEMEHTOB
KavecTBa 3Tanos cTepunnu3aLnoH- - 3anucy;
HOro npouecca - MepecmoTp npoueayp,;
- Koppekuus
Xapakrepu- Onpepenute  cTepu- - Onpegenexune crepunuaytowiero PaspaboTtunk ctepunuaytoLero
CTUKa CTepunnu- | NU3YIOWNIA areHT u ero | arexTa; areHTa Wunum cTepunn3aLMoHHOro
3ylollero areHta | MukpoboumngHylo  adh- - Mukpobouuagnaa  adpdekTus- | npouecca
heKTUBHOCTL HOCTb;

3hPeKTUBHO 1 BOCMpPO-
M3BOAMMO BO3[€MACTBO-
BaTb Ha cTepurusauu-
OHHYIO 3arpyaky

obopygoeanus (PQ);

- AHanus v yTBepxzaeHue pesyrnb-

TaToB Banujauuu

cpepa
XapakTtepu- OnpepenuTb BeCb - Onucaxue npouecca; MUsrotoBuTene  cTepunusaum-
CTWKa npouecca/ | cTepunu3aLMoHHbIN - Cneumndukaums obopygoBaHus;, | oHHOro 06opyaoBaHUA B COTPYA-
obopypoBaHus npouecc n obopyaora- - Onpegenexne BcrnoMoraTene- | HUYeCTBe ¢ paspaboTinkom cTe-
HWe, Heobxognmoe ansa | Horo obopygoBaHus U cryx6 pVM3aUMOHHOro npouecca, ecnu
€ro BbINOMHeHUs HeobxoauMo
Onpepenenue OnpegenuTe  npo- - Cneundpukaumsa Nnpoaykra; MaroToBuTens npogykta, noa-
npogykra AYKT, nognexaliuis cre- - ¥YnakoBoYHble MaTepuarnsi; nexatlero crepunusauyum (M us-
punuaauuu - KayecTBO npoaykTa [0 CTepu- | roToBUTENb CTepunusatopa, B
nusauum 3aBucMMocTn oT TpeboBaHu K
cTepunusauuoHHomy obopygoba-
HUIO)
OnpepeneHue OnpegenuTe CcTepu- - Paspabortka; M3rotoButens npoaykra, rof-
npouecca NW3aLMoHHEIR  npoLece - Buonoruyeckas 6esonacHocTb, | Nexallero crepunusauuu, B CO-
C Uenblo JOCTWXKEHWSA - OcTaTku oT Npouecca; TPYAHWYECTBE C W3rOTOBUTENEM
CTepUNEBHOCTW onpefe- - COBMECTUMOCTL NPOAYKTa; cTepunusatopa W, ecnu npume-
NIeHHoro  npoaykra ¢ - MNpepenbl Ans NOBTOPHOW CTe- | HUMO, C MEAMLMHCKUM Yy4pexze-
nogaepxaHuem  6eso- | punuaaymu HueM
MacHOCTW U XapakTepu-
CTWK NpoayKTa
Banugauma MpoaeMoHcTpUupo- - ATTecTauus MoHTaxa (1Q); OpraHusauus, oTeevatoLlas 3a
BaTb, 4YTO oOnpeAeneH- - ATTecTayus aKkcnnyatauuu | cTepunusauuio npogykra (nubo
Hbll  cTepunusaumoH- | (OQ); U3roToBUTENbL Mpogykra, nubo
HbIA  Mpouecc MOXeT - ATTecTauusa aKCnyaTupyemMoro | MefWLMHCKOe yupexaeHue), B Co-

TPYLHWYECTBE C M3rOTOBMUTENEM
cTepunusaropa, ecnv NPMMEHUMO.

MaroToBWTENb NpoAyKTa WM
MeJULUMHCKOe ydpexaeHue co-
BMECTHO C oOpraHusauueit, cTe-
pUnmMsytoLein NPOAYKT, U CTOPOH-
Hell KOHTpaKTHOW nabopaTopuen,
ecnu NpuMeHMmMo
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OkonyaHue mabnuupl E. 1

SnemeHTbI

HasHauyeHue

KoMnNoHeHTb!

OTBeTCTBEHHbIE CTOPOHBI

Tekywue MOoHU-
TOPUHT U KOHTPOSb

lMpoaeMoHcTpUpoBaTh, YTO
onpeAeneHHblil BanuanpoBaH-
HbIA CTEPUNM3aLMOHHBIA NPO-
Lecc 6bin BBIMOMHEH B npege-
nax onpefieneHHbIX [OnNycKoB
CO BCEMM NpoAyKTaMu, BXOAS-
WMMU B CTEPUNU3ALIMOHHYIO
3arpysky

- KoHdurypauusa ctepunu-
3aLMOHHOIA 3arpysKku,

- MoHuUTOPUHr Npouecca;

- Co3apgaHue 3anucen;

- CoxpaHeHue sanucen

MsrotoBuTenb npoaykra
WNU MeauUMHCKOoe yupexpe-
HWe U CTOPOHHSSA KOHTpaKTHas
na6opatopusi, ecrnu NpuMeHu-
Mo

Bbinyck npogyk-
Ta nocne crepunu-
3ayum

MepecMoTpeTh 3anucu npo-
Luesyp TeKyLlero KOHTpons u
onpefenuTb  pacrionoXeHne
onpefeneHHoON cTepunusaym-
OHHOMI 3arpysku

- MepecmoTp 3anuceit;

- MpoBepka  UHAUKATOPOB
(ecnu cyLlecTByHOT);

- PacnonoxeHwve npogykra;

- Koppektupytowme  gei-
CTBMSA (€CnU CyLLEeCcTBYIOT)

UsroToBuTens  nNpogykTa
WM MeaULMHCKOE ydpexae-
Hue

MogaepxaHue
3P PEKTUBHOCTH
npouecca

lapaHTUpoBaTb HenpepbiB-
HYl0 MpPUEMMEMOCTb Banuau-
POBaHHOrO CTepUnu3aLMoHHO-
ro npouecca

- KayecTBO npoaykTa nepeg
cTepunusaumei;

- Kannbposka;

- O6cnyxueaHue obopyao-
BaHWs

WaroToBuTenb npoaykra
WNu MeauLMHCKoe yupexpe-
HMEe COBMECTHO C opraHWu3a-
Lueid, ocyllecTBrsAOWeNR cre-
pUnU3aymio, ecriv NpUMeHUMo
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MpunoxeHue A
(cnpaBouHoe)

CBeQeHus 0 COOTBETCTBUU CCbINTOYHbIX MEXAYHAPOAHbIX CTaHAAPTOB HAUWOHANbHbIM CTaHAAPTaM

Tabnwuya JAA

Poccuitckon degepauum

O6Go3HayYeHWe CCbINOYHOTo CTeneHb O60o3HayeHWe N HaMMeHOBaHWe COOTBETCTBYIOLLENO HaLMOHaMbHOTo
MeXAyHapoAHoro ctaHaapTa COOTBETCTBUA cTaHpapra

MCO 10012 IDT [OCT P NCO 10012—2008 «MeHefXMeHT opraHusayum. Cuctemsl
MeHeaXMeHTa usmepeHuin. TpeboBaHUA K NpoLeccam M3MepeHUin n na-
MepuTenbHOMY 060pyLoBaHNIo»

MCO 11138-1:2006 — *

MCO 10993-1 IDT FOCT P UCO 10993-1—2009 «U3penua MeauuunHckue. OleHka
6uonorudeckoro AencTBUA MeaULMUHCKUX usgenuii. Yactb 1. OueHka
1 uccnegoBaHusa»

MNCO 10993-17 IDT FOCT P UCO 10993-17—2009 «WU3penua MeauuuHckue. OLeHka
Guonorudeckoro AeNCTBUA MeULMHCKNX nsgenuii. Yactb 17. YctaHoB-
neHne NOporoBbIX 3Ha4YEHWIA AN BbIMbIBa€MbIX BELLECTBY

MCO 111401 IDT [OCT P NCO 11140-1—2009 «CTtepunusaymsa MeULMHCKON Npo-
AyKuun. Xumudeckue nhgukatopbl. Yacts 1. Obwue TpeboBaHua»

MNCO 117371 IDT OCT P UCO 11737-1—2000 «CTepunusaums MeAULMHCKUX W3-
aennit. Mukpobuonormueckue metogbl. Yacte 1. OueHka nonynauuu
MWUKPOOPraHU3MOB Ha NPOZYKLMN »

NCO 11737-2 IDT [OCT P UCO 11737-2—2003 «CTtepunusauma MeAULMHCKUX U3ae-
nwii. Mukpobuonoruveckne metoabl. Yactb 2. UcnbiTaHUsA Ha cTepunb-
HOCTb, NMPOBOAMMBIE NPU BanuaaLumn NpoLUeccos cTepunusaLumny»

MNCO 13485 IDT [OCT P UCO 13485—2004 «M3penus meguunHekme. CUcTeMbl Me-

HeaXMeHTa KadecTBa. CucTeMHble TpeGoBaHuUsA 4Nns Leneiil perynupo-
BaHUA»

M3K 61010-2-040

BETCTBUA CTaH4apTOoB!

* COOTBETCTBYIOLMUIA HALMOHANBHBIA CTaHAapT OTCYTCTBYET. [10 ero yTBEpXAEHUS PEKOMEHYETCA UCTMONb30BaTh
nepeBof Ha PYCCKWIA A3bIK AaHHOrO MEXAYHaPOAHOro cTaHaapTa. MepeBoa 4aHHOro MEXAyHapoAHoro cTaHaapTa Ha-
xoautesa B GegepansHOM UHPOPMALMOHHOM POHAE TEXHUHECKUX PErfnaMeHToB U CTaHAapToB.

MpuMeyaHne — B HacTosAWel Tabnuue Mcnonb3oBaHo cregytollee ycroBHOe 0603HaYeHe CTeneHn cooT-

- IDT — nAeHTUYHble cTaHAapTbl.

29



FOCT P UCO 14937—2012

(1

(2]

(3]

(4]

(3]

(6l

[7]

(8]

(9]

(10]

(1]

[12]

(13]

30

MCO 9000:2005
ISO 9000:2005
MCO 9001

SO 9001

NCO 9004

ISO 9004

NCO 11135-1

SO 11135-1

MNCO 11137-1

SO 11137-1

NCO 11137-2

ISO 11137-2

NCO/TC 11139:2006
ISO/TS 11139:2006
MNCO 11607-1

1SO 11607-1

MNCO 11607-2

ISO 11607-2

NCO 14001
SO 14001
NCO 14040
ISO 14040
MNCO 14160

ISO 14160

NCO 14161

ISO 14161

Bubnuorpadusa

CucteMbl MeHegXMeHTa kadectsa. OCHOBHLIE MOMOXEHUSA 1 CroBapb
Quality management systems — Fundamentals and vocabulary
CucteMbl MeHeXMeHTa KadecTBa. TpeboBaHWs

Quality management systems — Requirements

MeHefXMeHT ¢ Uenbo 4OCTUXEeHUA yCTOVI‘-IVIBOFO ycnexa opraHnaauunu. Moaxop ¢ noanuum
MeHeAXMeHTa KadecTBa

Managing for the sustained success of an organization — A quality management approach

CTepunusaums MeguLMHCKOI NPogyKUMK. STUNEHOKCHE.
YacTb 1. TpeGoBaHws K pa3paboTke, BanaaLlnuy 1 TeKyLLeMy KOHTPOSIH NpoLiecca CTepusiu-
3aUMN MELULMHCKUX U3gernuit

Sterilization of health care products —Ethylene oxide — Part 1: Requirements for development,
validation and routine control of a sterilization process for medical devices

CTepunusauuns MeauumHckoi npogykumun. Obnydenune. Yacts 1. TpeGoBaHus k paspaboTke,
Banuaauum n TeKyLLemMy KOHTPOMNo npolecca CTepunusaumm MeguyuHeKux npuéopos

Sterilization of health care products — Radiation — Part 1. Requirements for development,
validation and routine control of a sterilization process for medical devices

Ctepunusauma MeguuMHCKOW  npoaykumu. OB6nydeHne. YacTb 2. YcTaHoBneHue
CTepunusytoLeit fo3bl

Sterilization of health care products — Radiation — Part 2: Establishing the sterilization
dose

Crepunusalns caHuTapHo-rurneHndecknx nagenuin. Croeaps
Sterilization of health care products — Vocabulary

YnakoBKka MEAULIMHCKNX U3 ENuniA, nognexalyunx puHuwHoi cTtepunusayuu. Yacts 1. Tpebo-
BaHUSA K MaTepuanam, 6apbepHbIM cucTeMaM ANs CTEPUIM3aLMM U YTAKOBOYHBIM CMCTEMaM

Packaging for terminally sterilized medical devices — Part 1: Requirements for materials,
sterile barrier systems and packaging systems

YnakoBKka MEAULMHCKUX U3enunii, nognexalynx puHuwHon ctepunuaayuu. Yacts 2. Tpebo-
BaHMWS K BanuiaLum npoLeccoB hopMUpOBaHUs, repmeTnaanumn n céopku

Packaging for terminally sterilized medical devices — Part 2: Validation requirements for
forming, sealing and assembly processes

CucTeMbl MEHEIKMEHTa OKpyXartoLlen cpefbl. TpeboBaHWua U pyKOBOACTBO MO MPUMEHEHUIO
Environmental management systems — Requirements with guidance for use
Okonornyeckuii MeHeaXMeHT. OLeHKa XU3HeHHOro Lukna. MpuHLUNLl U CTPYKTYPHasa cxema
Environmental management — Life cycle assessment — Principles and framework

CTepunusaums MeguLUMHCKNX n3genuit. >Kngkue XUMuUdeckne cCTepunusyrolive BellecTsa
AN OAHOPa30BbIX MEAULMHCKMX MPUGOPOB, COAEpKaLLME XUBOTHbIE TKAHW U UX NPOU3BOZ-
Hble. TpeGoBaHWS K OMUCaHWto, paspaboTke, Banugauun U TeKylleMy KOHTPOMIo Hag npo-
LleCCoM CTepunusaLmm

Sterilization of health care products — Liquid chemical sterilizing agents for single-use medical
devices utilizing animal tissues and their derivatives — Requirements for characterization,
development, validation and routine control of a sterilization process for medical devices

CTepunusaums MeAMLMHCKOR NpogyKuuu. Bronornyeckne nHamkaTopsl. PyKOBOLCTBO No Bbl-
Bopy, MCMOMb30BaHMIO U UHTEprpeTaLmn pesynsraTtos

Sterilization of health care products — Biological indicators — Guidance for the selection, use
and interpretation of results



[14]

[19]

[16]

[17]

(18]

[19]

[20]

[21]

(22]

(23]

[24]

[29]

MCO 14971
ISO 14971
MCO 15883

ISO 15883 (all parts)
NCO/M3BK 17025

ISO/IEC 17025
NCO 17664

ISO 17664

NCO 17665-1

ISO 17665-1

NCO 20857

ISO 20857

NCO 224421

ISO 22442-1

NCO 22442-2

ISO 22442-2

NCO 22442-3

SO 22442-3

NCO 90003

ISO 90003

EH 556-1

EN 556-1

AAMI ST67
AAMI ST67

FOCT P UCO 14937—2012

Uapenunsa meguuuHckne. NpuMeHeHne MeHeAXXMEHTa PUCKOB K MEANLIMHCKAM U3Z1eNnaM
Medical devices — Application of risk management to medical devices
Motollie-AesnHpuLmpytowme MallnHbl (AnnapaTsl NS MOWKU 1 Ae3uHdekLun)
Washer-disinfectors

O6Lue TpeboBaHMA K KOMNETEHTHOCTU UCNBITATENBHBIX U KaNWGPOBOYHLIX NabopaTopuii
General requirements for the competence of testing and calibration laboratories

Crepunusauus MeanUMHCKUX usgenuidi. MHdopmauns, npeaocTaBnsgemMasi U3roToBUTENEM
AN 06paboTkn NMOBTOPHO CTEPUNM3YEMbIX MEANLIMHCKUX U3AEnuii

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

Crepunusauua MeauunHCKon npoaykuuu. Ctepunusauma napom. Yactb 1. TpeboBaHusa K
pa3paboTke, BanuaaLuu U TeKyLEMY KOHTPONIO Npolecca cTepunusauun MeuLMHCKUX U3-
aenui

Sterilization of health care products —Moist heat — Part 1: Requirements for the development,
validation and routine control of a sterilization process for medical devices

CTepunusauus usgenuii 8 obnactu agpasooxpaHerus. Cyxoe Tenno. TpeGosaHus K paspa-
60TKe, OLIEHKE W PETYNSPHOMY KOHTPONIO NpoLiecca cTepunu3aun MeguLUNHCKUX NpuGopos

Sterilization of health care products — Dry heat — Requirements for the development,
validation and routine control of a sterilization process for medical devices

MeauumHckue naaenus, Cnonb3ytowme TKaHW U UX NPOU3BOAHLIE XWUBOTHOIO NPONCXOXAE-
HUA. YacTb 1. MeHeaXMeHT puckos

Medical devices utilizing animal tissues and their derivatives — Part 1: Application of risk
management

MeguuUMHCK1e n3penus, UCnonb3aytolue TKaHn U UX NPOU3BOAHBIE XXUBOTHOMO NPOUCXOXAE-
Hus. YacTb 2. CpeacTBa ynpaBneHus Bolgadeid nogpagHeix pabot, c6opa n ob6paboTkm

Medical devices utilizing animal tissues and their derivatives — Part 2: Controls on sourcing,
collection and handling

MeauvuMHCKUe n3genus, UCnosnb3yloLue TKaHn U UX NPOU3BOAHbLIE XUBOTHOMO NMPONCXOXIe-
Hus. YacTb 3. Banugaums yHUYTOXEHUS /MU NHAKTUBaL MU BUPYCOB W areHToB NepeHOCHO
rpubkoBoiA aHLUedanonaTtum

Medical devices utilizing animal tissues and their derivatives — Part 3: Validation of the
elimination and/or inactivation of viruses and transmissible spongiform encephalopathy (TSE)
agents

TexHuka nporpaMMHoro obecnedeHus. PekoMeHAauuu no npumeHeHuto 1ISO 9001:2000 k
KOMMNbIOTEPHOMY NporpaMMHOMy obecneyeHuto

Software engineering — Guidelines for the application of ISO 9001:2000 to computer
software

CTrepunusauus MeaULMHCKUX nagenuin. TpeboBaHWA K MEAWLMHCKUM U3AENNUAM C STUKETKOW
«cTepunbHo». Yactb 1. TpeboBaHUA K TEPMUHECKON CTepunu3auum MEAULUHCKUX U3genui

Sterilization of medical devices — Requirements for medical devices to be designated
«STERILE» — Part 1: Requirements for terminally sterilized medical devices

Crepunusauus MegUUMHCKUX usgenuii. TpebosaHnA K NPoAYKTaM ¢ STUKETKOW «CTepUnbHO»

Sterilization of medical devices — Requirements for products labeled «STERILE»

31



rocCT P NCO 14937—2012

(26]
[27]

[28]

[29]

[30]

[31]

[32]

32

Block, S., (ed), Disinfection, Sterilization, and Preservation, 5th ed., Lea and Febinger, Philadelphia, PA, 2001

Denyer, S. and Baird, R, Guide to microbiological control in pharmaceuticals and medical devices, CRC Press. Boca
Raton, FL, 2007

Halvorson , H.O. and Zigler, N.R., Applications of statistics to problems in bacteriology, J. Bacteriol., 25(2),
pp. 101—118, 1932

Morrissey, R.F. and Phillips, G.B. (eds), Sterilization technology: A practical guide for manufacturers and users of
health care products, Van Nostrand Reinhold, New York, 1995

Pflug, 1.J., Microbiology and engineering of sterilization processes. St. Paul: University of Minnesota, Department of
Food Science and Nutrition and Schools of Public Health, 1992

Sattar, S.A. and Springthorpe, V.S, Methods of testing the virucidal activity of chemicals, in Disinfection, Sterilization
and Preservation, Block, S., (ed.) Lea and Febinger, Philadelphia, PA, pp. 1391—1412, 2001

Springthorpe, V.S. and Sattar, S_A., Carrier tests to assess microbicidal activities of chemical disinfectants for use on
medical devices and environmental surfaces, J. Assoc. Analytical Chemists, 88 (1), pp. 182—201, 2005



FOCT P UCO 14937—2012

YOK 615.478.73:006.354 OKC 11.080.01 P26 OKI1 94 5120

KnioyeBble croBa: CTepunu3aumus MEAULMHCKUX MPOAYKTOB, CTEPUNU3YIOLMI areHT, Banuaauus, TEKyLmMii
KOHTPOMNb, MPOLIECC CTepunu3aumum

33



Pepnaktop O.A. CmosHosckas
TexHuyeckuii pegaktop B.H. [Ipycakosa
Koppektop J1.5. Mumpocparosa
KomnetoTepHada BepcTka A.B. becmyxesol

CpaHo B Habop 28.11.2012.  loanucaHo B nevatb 13.02.2013.  dopmaTt 60><841/8. lapHuTypa Apuan.
Yen. ney. n. 4,65, YJ.-usg. n. 4,05. Tupax 78 aka. 3ak. 162.

oryn « CTAHOQAPTUH®OPM», 123995 Mockea, MpaHaTHBIN nep., 4.
www.gostinfo.ru  info@gostinfo.ru
Ha6paHo Bo ®I'yYM « CTAHOAPTUH®OPM» Ha MOBM.
OTneyataHo B oununane ®ryrn « CTAHOAPTUHOOPM» — Tun. «MockoBckui nevaTHuky, 105062 Mocksa, JlanuH nep., 6.


http://www.mosexp.ru# 
http://www.mosexp.ru#  
http://files.stroyinf.ru/Index2/1/4293787/4293787632.htm

