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BBeaoeHue

CTtepunbHoe MeanunHcKoe n3aenme — takoe MeguumnHCKoe n3genme, KoTopoe He CoOaEePXKUT XKU3HECNO-
COOHbIX MUKpoopraHnamos. MexayHapoaHble CTaH4apTbhl, yCTaHaBNUBaKoLWne TpeboBaHUA K Banuaaunum n K
TEKYLUEMY KOHTPOSO NPOLIECCOB CTEPUNMU3aLMn1, yCTaHaBNMUBALIOT, YTO KOraa Heobxoamma nocrtaBka CTepPUnb-
HbIX MEAULUMHCKNX U3Qenuun, cnyd4amHaa mMukpobuonormyeckaa KoHTaMmmHauua A0 npouecca crepunusaumiu
OomkHa ObITb CBeAeHa K MUHUMYMY. TEM HE MEHee, MeANLUUHCKUE U3Qennua, NPOon3BeAEHHbIE NPU CTaHAAPT-
HbIX YCNOBUAX NPOU3BOACTBA B COOTBETCTBUKU C TPeDOBAHUAMU CUCTEMblI MEHEAXKMEHTA KayecTBa (CM., Ha-
npumep NCO 13485), moryT Ao crepunusaumm cogepxatb HeOOMNbLLUOE KONMMYECTBO MUKPOOPraHn3mMoB. Takme
MeQULIMHCKUE U3gennua He ABNAKTCA CTEPUNbHLIMU. LIenblo cTepunmu3aunn aBnsaeTcsa YHUUTOXEHUE MUKPO-
OnonornyeckKkoro 3arpsasHeHuna u, Taknm oopasom, npeodpasoBaHMe HECTEPUIIbHbLIX MEAULUMHCKUX U30ENUN B
CTEPUNbHbLIE.

KnHeTuka oTMupaHusa YnCcTou Kynbetrypbl MMKPOOPraHM3mMoB PU3NYECKUMU U/ NN XUMUYECKUMU METOa-
MW, KOTOPbIE UCMNOMb3YIOTCA NpU cTepunu3aunmn MeauunuHCKuX nsgenni, B ooLLeM nydlle BCero MOoXeT ObITb
onucaHa 3KCrnoHeHuUnanbHON 3aBUCUMOCTbIO MEXAY YUCIIOM BbPRKUBLUMX MUKPOOPraHM3MOB U CTEMEHLIO 00-
PaboOTKMN CTEPUNU3YIOLLMM areHToM; 0ba3aTtenbHOW 0CODEHHOCTbLIO AaHHOIMo METOAAa ABMAETCH TO, YTO Bcerga
UMEETCH BEPOATHOCTb BbXKMBAHUA MUKPOOPraHM3MoB HE3ABUCUMO OT CTENEHU npoBeaeHHON obpadboTkn. Ans
1aHHON 00pabOTKM BEPOATHOCTb BbDKMBAHUA Oonpeaensaerca KONM4eCcTBOM U YCTOMYMUBOCTbIO MUKPOOPTraHU3-
MOB W YCIOBUAMM UX CyLLIECTBOBAHUA BO Bpemda obpabdoTkn. CnegoBarenbHO, CTEPUITBHOCTbL NMOOOro Meau-
LIMHCKOro u3genus B COBOKYNMHOCTU U3AENUN, NOABEPIHYTbIX CTEPUNN3ALIMKN, HE MOXKET DObITb rapaHTUpPOBAaHA,
U CTEPUNBHOCTbL psaga o0padoTaHHbIX N3OENUN BbIPAXKAETCA B TEPMUHAX BEPOATHOCTU TOr0, YTO XXMU3HECIO-
COOHble MUKPOOPraHn3mMbl NPUCYTCTBYIOT HA MEAULIMHCKOM U3AENUMN.

HacTtoawwmnm ctaHgapT onucbiBaeT TpeboBaHUA K obecnevyeHunto npouecca crepunusayumu, npegHasHa-
YEHHOro Angd crepunu3aumm meguunHCKUX n3genmn, KOTopbiM NpUcyLLe MUKPOOKMonornyeckoe 3arpa3HeHue.
[ToMUMO 3TOro, COOTBETCTBUE TpPeDOBaAHUAM 0DECcnevynBaEeT, YTO UX aKTUBHOCTb SABNSAETCA OOCTOBEPHOWN W
BOCMNPOU3BOAMMOWN, TaK YTO C AOCTATOYHON AOCTOBEPHOCTbLIO MOXET ObITb NpeacKkasaHo, vYTo NPOAYKT MO-
crne crepunu3aumn MMeeT HU3KUN YPOBEHb BEPOATHOCTU NPUCYTCTBUA XU3HECMOCOOHBLIX MUKPOOPraHU3MOB.
OnpepeneHne AaHHOU BEPOATHOCTU ABNAETCA 3a4a4Y€N YNONMHOMOYEHHbIX OPraHOB U MOXKET OTNUYaTbCA HAa
TEpPUTOPUAX pa3HbiX cTpaH (cM., Hanpumep, EH 556-1 u ANSI/AAMI ST67).

Obwue TpedoBaHUA K cucteMam MEeHeMKMEeHTa KadvecTtBa Mo NPOEeKTUpPOBaHUIO, pa3paboTke, Npous-
BOACTBY, BBEeAEHUIO U obcnyxuBaHuto npuseaeHol B MNCO 9001, a cneymnanbHble TpeDOBAHUA K CUCTEMAM
MEeHeaXXMeHTa KadyecTtBa meanumnHckon npoaykumm — B NCO 13485. CTaHaapTbl CUCTEM MEHEAXKMEHTA Ka-
yecTBa npegnonaratoT, YTO ANd HEKOTOPLIX MPOLECCOB, UCNOMb3yEMbIX B NPOU3BOACTBE, 3PP EKTUBHOCTDL
npouecca He MOXET ObITb NOMHOCTbLIO MPOBEPEHA NOcCneaylownuM OCMOTPOM U UCbITaHUEM n3genua. Cre-
punnsauna — npumep Takoro npouecca. ['lo aton npuumHe npoueccobl CTepunmu3alun BanuanpyroTca anga Uc-
Nonb30BaHUA, BbINOMIHEHUE NpoLiecca CTepUnu3aumn KOHTPONUPYETCA B TEKYLLEM Nopaake, a obopyaoBaHUe
NOANEXUT perynapHomy o0cny>xmBaHuto.

[lpaBUNbHO BanNMAUPOBAHHLIM N TLIATENBLHO KOHTPOMUPYEMBLIN MPOLIECC CTEPUNU3ALUU HE SABNAETCH
e/INHCTBEHHbIM (PAKTOPOM, 0becneynBaloLLMM HAAEXKHYIO rapaHTUO CTEPUNbLHOCTU NPOAYKLUMU U, B AAHHOM
cny4ae, ee COOTBETCTBUE npeanonaraemMomMy UCnonb3oBaHuio. icxoaa ns aToro cneayer yaenutb BHUMAHNE
HECKONMbKUM NPUHUMNAM, BKIMHOYaKOLUM:

a) MUKPOOMONOrn4eCcKknin ctaTtyc UCnonb3yemMbiX MCXOAHbIX MaTepuanoB U/MnNnM KOMMNOHEHTOB;

D) Banunaauuio U TEKYLLUN KOHTPOMb NPOLECCOB OYUCTKU U AE€3UHMEKLUN U3OENUMN,

C) KOHTPONb NPOU3BOACTBEHHbLIX YCIMOBUN (OKpY>KaloLLEW Cpeabl), B KOTOPbLIX NMPOAYKT NMPOU3BOAAT, CO-
OnpatoT U ynakoBbIBaIOT;

d) KOHTPONbL 000PYAOBAHUA U TEXHONOMMYECKOro npoueccea;

€) KOHTPOJb NepcoHana n odLWen rmrmneHsi;

f) cnoco® ynakoBkM U mMarepuansl, UCMONb3yemble AN ynakoBKU NMPOAYKTA;

J) yCrnoBus, Npu KOTOPbIX XPaHAT NPOAYKT.

Tunbl KOHTAaMUHALUUN MEANLMHCKUX U3AEennin, NogBepratroLLnXca ctepunmusaummn, Moryt ObiTb PpasHbIMHU, a
9TO BNUAET Ha 3PP EKTUBHOCTL Npouecca crepunusaumn. MeagnunHckue n3genua, NCNOoNb3yLLUNMECH B YUPEXK-
NEHNAX 34PaBOOXPaHEHUA U HANpaBnNAE€Mbl€ HA NOBTOPHYIO CTEPUNN3ALIMIO B COOTBETCTBUN C UHCTPYKLIMAMMU
npondsogutena (cMm. NCO 17664), nomkHbl paccMmaTpuBaTbCsa Kak 0Co0bIN criydan. B Takux nsgenusax Benuka

IV
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BEPOATHOCTb HANMM4YMA OONbLUOro Yucna 3arpa3HaloLWmMx MUKPOOPraHM3MOB U OCTaATOYHbIX HEOPraHUYeCKnx
N/UnNn opraHNYeCcKUx 3arpa3sHeHnun, HECMOTPA Ha UCNONbL30BaHMUE NPOLUECCOB OUYUCTKU. CneaoBaTernbHO, BaX-
HO yAendaATb 0c000e BHUMaHWUE Banuaaunum n KOHTPOSO NpoLeccoB OUYUCTKU U A€3NHMEKLNN, NCNOMb3YyEMbIX
NnpuU NOBTOPHOWN CTEPUNU3ALINMN.

TpeboBaHUa aBnaAlOTCA obA3aTenbHON YacTblO HACTOALLEro craHaapra, Angd KOTopbixX TpebyeTcsa CcOooT-
BETCTBME. PYKOBOACTBO, NPeACTaBfIeHHOE B NPUNOXXeHUUN E, He aBnaeTca oba3arenbHbIM U HE OOIMKHO CIy-
XXUTb B KAQYECTBE KOHTPOSMbLHOrNO Ccriucka anga ayamtopoB. PyKOBOACTBO COAEPXKUT OOBACHEHUA U ONUCAHUE
METOA0B, KOTOPbIE pacCcMaTpPUBAlOTCA Kak NPUMEHNUMbIE METOAUKU COOTBETCTBUA TpeboBaHnaM. MoryTt npum-
MEHATLCA METOAbI, OTNIMYHbIE OT NPEACTABNEHHbIX B PYKOBOACTBE, €CN OHU 3XAMEKTUBHBLI ANA AOCTUXKEHUA
COOTBETCTBUA TpebOBaAHMAM MEXAYHAPOAHOro ctTaHagapra.

PaspaboTka, Bannaauua n TEKYLLUMW KOHTPOMNb Npouecca crepunu3aunn BKMOYaKT B ceba paa oTaernb-
HbIX, HO B3aMMOCBS3aHHbIX ENCTBUN; HANpPUMep, KanumopoBKa, TeEXHUYECKoe o0cny>XMBaHue, onpeneneHne
npoaykra, onpeaeneHne npouecca, artectauma MOoHTaxka, arTrecraumng aKkecnnyatauum n atrecrtaunsa yctaHOB-
neHHoro obopyaoBaHnAa. HecMoTpsa Ha TO, YTO AEUCTBUA, Tpebyemble cTaHAapTOM, OblNM COBMECTHO Crpyri-
NMUPOBAaHblI U NpeAcCTaBrieHbl B OnpeaeneHHoOM nopsaake, ctaHgapt He TpebyeT, YToObl AENCTBUSA BbINOHA-
IMCb UMEHHO B TOM NMopsaKe, B KOTOPOM OHWU NpeacTaBneHbl. Tpedbyemblie ENCTBUA HE 0043aTEnNbHO JO0IMKHbI
BbINONTHATLCA MOCneaoBarTenbHO, TaK KaKk anroputm pa3paboTku n Banungaumum MOXKET ObiTb UTEPaALIMOHHbIM.
OTBETCTBEHHOCTb 34 BbINOJIHEHUE AEUCTBUN, TPeOyeMblX HACTOALUMM CTaHOAPTOM, MOXKET pas3nuyaTbCs OT
cnyyas K crnyyato. Hacrodawmm crangapt tpebyet, 4ToObl OTBETCTBEHHOCTb HA Pa3nUYHbIX y4yacTkax Obina
onpeaeneHa (cM. 4.2), HO HE OroBapuBaET KOHKPETHOIo pacnpeaeneHna oTBETCTBEHHOCTU. [1punoxeHne E
obecneynBaeT yrpasneHue pacnpeaeneHnem oTBETCTBEHHOCTMU.

Hacrodawmn ctaHgapT UMeeT Tpu obnactn NpUMeEHeHNs:

- ANnda N3rotoBuTenen MegquumMHCKOn NpoayKkunmn B od6nactu 3gpaBooxpaHeHus, Xenatowmnx noaBeprHyTb
CBOIO NPOAYKLUIO NpoLieccy cTepunmn3auunn, Ang KOToporo He CyLlecTBYET cneundpunyeckoro MmexxayHapoaHoro
craHaapTa;

- ANd N3rotoBUTENEU U NONb30OBaTENEN CTEPUNU3ALIMOHHBIX MPOLIECCOB B YYPEXOEHUAX 34PaBOOXPAHE-
HUA, ANA KOTOPbIX HE CYLLUECTBYET CNELMPUYECKOro MexxayHapoaHoro craHaapTa;

- KaK OCHOBA NOAroTOBKU UIMN U3MEHEHUA CTaHAAPTOB, OTHOCALLUMXCA K cneundnu4ecknm ctepunm3aLiu-
OHHbLIM NpoLiECCaM.
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HALULWOHAJIbHBIN CTAHOAPT POCCUUNCKOWN PEOEPALULNWN

CTEPUNN3ALMA MEOULIMHCKOU NPOAYKLINW

Oo6wue TpedboOBaAHUA K onpeaerieHNI0 XapakTepuCcTUK CTEPUNU3YIOLLIEro areHTa u K paspaooTke,
BaNnuaaLuum U TeKyLLeMY KOHTPOSIO npouecca ctepunusaumm MeauumMHCKUX n3aenumn

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

[1ata BBeaeHua — 2013—06—01

1 ObnacTtb NPUMEHEHUS

1.1 BknwouyeHus

1.1.1 Hacroawun ctraHaapTt yctaHaBnuBaeT ooLune TpeboBaHnA K NOCTPOEHUIO, Banuaaumm u TekyLue-
MY KOHTPORIO npouecca crepunu3aunm MeauunHCKUX n3genun.

[] pnMeHaHNE — HECMOTpFI Ha TO, YTO obrnacTb 1eNCTBUA HaCTOALWLEero CtaHiaprta orpaHiyeHa mejulmHCKUMH
N3gerinaAmMin, OrNnMCaHHbBIC B HEM Tpe6OBaHVIFI MOIYT ObITb NMPUMEeHUMbl K CTEPUITU3aLLMOHHBIM MpouUeCcCaM AJ1A UHBIX MNMPO-
AVYKTOB 34PaBOOXPaHEHNA.

1.1.2 Hacrodawunmn ctaHaapt NpuMeHUM K CTepUnM3aumMoHHOMY nNpoueccy, B KOTOPOM MUKPOOPraHU3mbl
MHAKTUBUPYIOTCA C NOMOLLBbIO PUINYECKUX U/ NN XUMNYECKNX CPEACTB.

1.1.3 Hacrodawmn ctaHgapT npeaHasHavyeH K npuMeHeHuo paspadotynkammn, U3roToOBUTENAMU CTEPU-
nn3aunoHHoOro obopygoBaHna u MeaMUUHCKUX U3aenun, opraHM3aumusamMmn, OoTBETCTBEHHbIMU 3a CTepunn3aumio
MeAULIMHCKUX U3OENUMN.

1.1.4 Hacrtoqawmmn ctTaHaapT onpeacndaeT aneMeHTbl CUCTEMBI ynipaBneHna kayectsoM (Quality Manage-
ment System), KOTOpble HEOOXOAUMbI NMPU KOHTPONE XapaKTepUCTUK CTEPUNU3YIOLLIEro areHta, paspaboTke,
Banuaauuun N TeKyLLeM KOHTPOre CTepPuUnnM3aumMoHHOro npotecca.

puMeyaHne — Hannyune NoNHOLUEHHOWN CUCTEMBI YNpaBneHNA Ka4ecTBOM He ABndeTca TpeboBaHWUEM HaCTOA-
LLlero cTaHfapTa. Ha HeoOxoauMble aNeMeHThl B COOTBETCTBYOLLNX MeCTax TeKCTa UMEKTCA HOPMaTUBHbLIE CCLINKU (CM.,
Hanpumep, pasgen 4). BHUMaHWe npuBnekaeTca K cTaHgapTam Ana cucteM ynpaeneHus kadectBoM (cM. NCO 134895),
KOTOpbIE KOHTPONUPYHOT BCe 3Tamnbl NPOU3BOACTBa UK NepepadboTku MeguLUMHCKUX n3genuin. HaunoHanbHble W/nMnu peru-
OHanbHblE HOPMaTUBLI NO MEAULMHCKUM U3AENUAM MOMYT NoTpedboBaTh BHeAPEHUA NOMHOLUEHHOW CUCTEMBI YNpaBleHUs
Ka4yeCcTBOM U OLUEHKU TaKOU CUCTEMbI TPETHEEN CTOPOHOMN.

1.2 /ICKnN4YeHus

1.2.1 HacTodwunn ctaHgapT HE pacnpoCcTpaHAETCa Ha CTEPUNU3ALIMOHHBLIE NPOLECCHI, OCHOBAHHLIE UC-
KIMHOYUTENBHO HA PUIUYECKOM yaaneHUn MUKPOOPraHnamMoB (Hanpumep, dounsrpaumns).

1.2.2 HacTtoqawmn ctaHgapT He onpeaensaeTr geTanbHble npoueaypbl 418 OLEHKU MUKPODMONOrnyecKkon
MHaAKTUBaLUN.

1.2.3 Hacroawumn ctaHaapT He yCcTaHaBNUBAaET TPeDOBaHUA K XapakTeEPUCTUKAM CTEPUITU3YIOLLIETO areH-
Ta U K paspaboTke, BanMaauunm 1 TeKyLleMy KOHTPOMIO npouecca ANa MHakTUBaLUWKW areHToB, Bbi3blBAOLLNX
CNOHTMPOPMHbBbIE 3HLIEeanonarun, Takue Kak ckpenu, ryoyaras sHuedanonatusa KpynHoro poratoro ckota u
oone3Hb Kpenudenbga — Akoba. Cneundunyeckme pekomeHgaumm paspadarbiBalOTCA B cTpaHax, rae npo-
Lecc cTepunu3aunn noTeHumanbHO MOXET ObITb pacnpocTpaHeH Ha MaTepuan, cogepallmm 3T areHTbl.

[TpumevyaHune — CM. Tarke NCO 22442-1, NCO 22442-2 n NCO 22442-3.

N3paHune odpuyumanbHoe
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1.2.4 Hacrodawmm ctaHpapT HE 3aMEHAET N HE UBMEHSAET ONyONMKOBaAHHbIE MEXXAYHAPOAHbIE CTaHAAap-
Thl ANA cneynduyeckux ctepunmu3aymMoHHbIX NPOLIECCOB.

2 HopMaTuBHbIE CCbISNIKN

B HacTodLeM cTaHgapTe UCNonb30BaHbl HOPMAaTUBHbLIE CChINKUM HA cneayioLllue ctaHgapTbl, 00a3arenb-
Hble ANAa NPUMEHEHUA HaAcToALWlero craHagapra. [Ana agatupoBaHHbIX CCbINMOK UCMONb3YIOT TONMbKO yKa3aHHOeEe
n3gaHue craHgapra. B cnyyae HeaaTtupoBaHHbIX CCbINTIOK — NOocneaHee u3gaHue crtaHjapra, BK4asa BCe
N3MEHEHUA N NMONPAaBKMU.

NCO 10012 Cucrembl MEHEAXKMEHTA U3MEPEHUN. TpeboBaHNA K N3MepUTENbHbIM NpoLeccam N n3me-
putenbHomMy obopyaosaHuto (ISO 10012, Measurement management systems — Requirements for measure-
ment processes and measuring equipment)

NCO 11138-1:2006 CTtepunusauna meamumHCKOU npoaykumuu. buonornyeckme mHaukatopsl. Hactb 1.
Obuwme TpedboBaHua (ISO 11138-1:2006, Sterilization of health care products — Biological indicators — Part 1:
General requirements)

MCO 10993-1 OueHka buonormnyeckasa megnumnHcknx nagenmn. Yactb 1. OueHka n UcnbiTaHUA B pam-
Kax npouecca meHeaxmeHTa pucka (ISO 10993-1, Biological evaluation of medical devices — Part 1: Evalua-
tion and testing within a risk management process)

NCO 10993-17 OueHka bunonornyeckaa meamunHckux nsgenun. Yacro 17. YcraHoBneHue AonyCcruMbixX
npeaenos Bbilenadmnsaemblix BewecTt (1SO 10993-17, Biological evaluation of medical devices — Part 17:
Establishment of allowable limits for leachable substances)

NCO 11140-1 Crepunusaunsa meamumHCKOMN npoaykunn. XuMmnyeckne uHaukaropbl. Hactb 1. OoLue
TpeboBaHua (ISO 11140-1, Sterilization of health care products — Chemical indicators — Part 1: General
requirements)

NCO 11737-1 Ctepunusauusa meamunmHckux nagennin. Mmkpoounonorndeckme metoabl. Hactb 1. Ouen-
Ka nonynaunm MmukpoopraHnamoB Ha npoaykre (SO 11737-1, Sterilization of medical devices — Microbiologi-
cal methods — Part 1: Determination of a population of microorganisms on products)

NCO 11737-2 Ctepunusaumna meauunHckux nagenmin. Mmnkpoononornyeckne metoabl. Hactb 2. Acnbi-
TaHUA Ha CTEPUINBbHOCTbL, NPOBOAMMbLIE NPU Banuaauum npouecca crepunusaumnn (ISO 11737-2, Sterilization
of medical devices — Microbiological methods — Part 2: Tests of sterility performed in the definition, validation
and maintenance of a sterilization process)

NCO 13485:2003 M3aenua meguumHckue. CUctemMbl MEHEAXKMEHTA KavecTBa. TpeboBaHUA K perynu-
poBaHuto (ISO 13485:2003, Medical devices — Quality management systems — Requirements for regulatory
DUIPOSES)

MOK 61010-2-040 TpeboBaHuAa K ©0e30nacHOCTU anekTpoobopyaoBaHuAa And NpoBeaeHUs U3MEPEHUN,
yripaBsrneHnsa n nabopartopHoro ncnonb3oBaHuda. Yactb 2-040. YacTHble TpeboBaHUA K NAapOBbIM aBTOKNaBaM
M MOEYHbIM MaLUMHAM C Ae3nHdekunen ana obpadboTkn meauunHcknx marepuanon (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 TepMUHBbLI U onpeaeneHun

B HacTtodwlem craHaapTe NpUMEHEHbI CneayoLlne TEPMUHbI C COOTBETCTBYIOLLIMMK onpeaeneHnaMn:

3.1 ouoHarpy3ska (bioburden): lNonynauna >M3HeCnoCOOHbIX MUKPOOPraHM3amMoOB Ha UMW B U3AENUU
n/unun 3aliMTHON CUCTEME CTEPUNU3ALNMN.

INCO/TC11139:2006, onpepeneHne 2.2}

3.2 ononornyeckun uHaukatop (biological indicator): McnbitatenbHaga cucrtema, cogepxallas Xus-
HEeCrnocoOHble MUKPOOPraHM3ambl, obecneynBatoLLlaa onpeaeneHHy YCTONYUBOCTb K KOHKPETHOMY MNPOLIECCY
cTepunmn3asum.

INCO/TC 11139:2006, onpeaenenne 2.3}

3.3 KOHTpONnb uUaMeHeHuda (change control): OueHka n onpeaeneHne NpPUrogHOCTU NpPeanoXXeHHoro
N3MEHEHUA K NPOAYKTY UMK npoueaype.

[NCO/TC 11139:2006, onpeaeneHne 2.5}

3.4 xuMunyeckuun nHaukatop (Heomnonornyeckum unamkaTop) [chemical indicator (non-biological indi-
cator)]: MicnbiTatenbHasa cucrema, obHapyxusatoLagd usameHeHnda B O4HOM UMM HECKONbKUX Npeaonpeaenen-

2
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HbIX NapaMeTpax npouecca, o0yCrnoBnEHHbIE XUMUYECKUMU UNN PU3NYECKUMU N3SMEHEHUAMMU, BbI3bIBAEMbI-
MW BO3AEUCTBUEM NpoLIecca.

[MCO/TC 11139:2006, onpeaeneHue 2.90]

3.5 KOppeKTUupoBOUYHbIe AencTBuA (corrective action): lencreung, npeanpuHMMmaemMble C LIENbIO yCTPa-
HEHUSA NMPUYNUH OOHAPYXXEHHOIO HECOOTBETCTBUSA UNKN APYION HEXENaTenbHOW CUTYyaLUN.

[TpuMmedyaHUA

1 MOXeT npucyTcTBOBaTHL DONee YemM ofHa Npu4YnHa HECOOTBETCTBUSA.

2 KoppeKTUpoBOYHbIE AEUCTBUA NPUHUMAKOTCA ANA npefoTBpalleHUa NOBTOPEHUA, B TO BpeMA Kak npedynpeau-
TenbHble AeUCTBUA NPUMEHAOTCA ANA NpefoTBpaLleHNA NponcCLLECTBUA.

3 CyLlecTBYET pasnnyine Mexay KoppekTUpoBKOU U KOPPEKTUPOBOYHBLIMU AEUCTBUAMMN.

[IMCO 9000:2005, onpeaeneHue 3.6.5]
3.6 KoppekTupoBka (correction): [lencreune anga ycrpaHeHnsa ooHapy>XeHHOro HeCOOTBETCTBUA.

[] pPuMMeEeYaHUNE — KOppEI{TMDOBKa MOXET ObITb BbINOMHEHA COBMECTHO C KOPPEKTUPOBOYHBIMU NeUCTBUAMM.

[IMCO 9000:2005, onpeaeneHue 3.6.6}

3.7 paspaboTka (development): [lencrBue, B pesynbrare KOTOPOro paspadarbniBaercs crneynukaums.

[MCO/TC 11139:2006, onpeaeneHue 2.13]

3.8 yctaHoBuUTb (establish): Onpeaenntb No TEOPETUYECKON OUEHKE U NOATBEPAUTL SKCMEPUMEHTOM.

[IMCO/TC 11139:2006, onpeaeneHue 2.17]

3.9 owmnbka (fault): OamH wmnu Oonee napamMeTpoOB Mpouecca, BbIXOAALUMA 3a npedenbl CBOEro
aonycka.

[MCO/TC 11139:2006, onpeaeneHue 2.19]

3.10 mMmeguumnHckaa npoavkuua (health care product): MeanunHckne nsgenunda, sgknovasa MmeguLmnHCKmne
n3genua gns AMarHoCTuUKK in vitro, nnu nekapcTBeHHbIE CPEACTBA, BKItoYasd onodapmaueBTUYECKNE.

[MCO/TC 11139:2006, onpeaeneHue 2.20]

3.11 arTectauua MoHTaxa (installation qualification 1Q): INpouecc nonyyeHnsa U AOKYMEHTUPOBAHUA
10Ka3aTenbCTB TOro, Yto 006opyaoBaHMe ObINO NOCTABNEHO U CMOHTUPOBAHO B COOTBETCTBUU C €ro cneyndum-
KaLuen.

[MCO/TC 11139:2006, onpeaeneHue 2.22]

3.12 nacnopTt 6e3onacHocTu martepuana (npoaykra) (material safety data sheet MSDS): [1okyMeHT,
yKa3blBalOLWM CBOWCTBA BELLECTBA, MOTEHLUMANbHYIO OMACHOCTb ANA 4YenoBeka U o00pyaoBaHUSA, YCITOBUA
XpaHEeHNda U yCrnoBusa YHUYTOXKEHUSA BELLIECTBA.

IMCO/TS 11139:2006, onpeaeneHune 2.23]

3.13 meauunHckoe usgenume (medical device): VHCTpymMeHT, annapar, npudbop, mMaLumHa, Mpucno-
cobneHune, UMNNaHT, in vitro peareHT unu Kkanuoparop, nporpaMmmMmHble cpeacrea, marepuan unu CceBAa3aHHoeE
nsgenue, npeaHasHa4yeHHble U3roTOBUTENEM ANA UCMONb30BAHNA YENOBEKOM, OTAENLHO UNU B COYETAHUMN,
ana ogHoOW unu bonee onpeaeneHHbIX Lenen:

- OWarHoCTuUKK, npodunakTuku, HabngeHnsa, nevyeHna nnm ooneryeHmna 00NeE3Hu;

- IWarHoCTuku, HabntoaeHusd, nevyeHus, obneryeHnsa nnm KomneHcauumn rnpu TpaBmax;

- nccnepgoBaHud, nepecagkn unm Mmoaudukauumn, Unu Nnogaep XKk opraHoB UM PU3NONOrM4YEeCKnX npo-
LLECCOB,;

- noaaepxXaHua nnm odecrneYeHna XXU3Hu;

- KOHTPONA 3a4artus;

- Je3nHdpeKunm meanunHCKUX U3genuu;

- nony4veHns nHpopmaumm MegquumMHCKOro Ha3HavyeHusa NnocpeacTBOM in vitro nccrnegosaHnsa o0pasLos,
B3ATbIX U3 YENMOBEYECKOro Tena U He OKasbiBaKLLUMX CBOEro OCHOBHOINO AEUCTBUA B UMMM HA YENOBEYECKOM
opraHuame, ¢ NoOMoOLLbLIO papMakonorMyecknx, UMMyHONOrMYECKUX NN MeTaboNnMYecKux cpeactB, HO PYHK-
LMOHNPOBAHUIO KOTOPbIX TAKUE CpeacTBa MOryT CNOoCOOCTBOBATD.

(NCO 13485:2003, onpeaeneHue 3.7]

[TpumevyaHune — Onpegenenne no MCO 13485:2003 ObIno paspabotaHo CneunanbHON KOMUCCUEN MO MMO-
OanbHoW rapmMoHusaunm [Global Harmonization Task Force (GHTF 2002)].

3.14 atTecTauma 3kcnnyartauum (operational qualification OQ): lNpouecc nonyyeHUsa U JOKYMEHTMU-
POBaHNA AoKa3aTenbCTB TOro, YTO CMOHTUPOBAHHOE oDopyaoBaHue pabdoTaeT B 3a4aHHbIX npeagenax napa-
METPOB NPU €ro UCNonb30BaHUNU B COOTBETCTBUU C €r0 MHCTPYKLIMAMMN MO SKCnnyaTtauun.

[NCO/TS 11139:2006, onpeneneHue 2.27]
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3.15 napameTpuyeckuun BbINyCK (parametric release): YTBepXaeHue, 4Yto npoaykTt CTepuneH, 0asm-
pyloLLIEECA HA 3anUcax, AEMOHCTPUPYIOLLMX HAaX0XAeHUe napaMeTpoB npouecca B npeaenax cneunuumnpo-
BAHHbIX JOMYyCKOB.

INCO/TC 11139:2006, onpeaeneHne 2.29]

3.16 aTTecrtauma akcnnyarupyemoro ooopyaosaHua (performance qualification PQ): INpouecc no-
Ny4YyeHnsa U AOKYMEHTUPOBAHUA AOKa3aTernbCTB TOro, Yto 00opyaoBaHue, yCTaHOBMNEHHOE U paboTalollee B
COOTBETCTBMU C MHCTPYKLIMAMM MO 3Kcnnyartauum, NOCTOAHHO (PYHKLUMOHUPYET B COOTBETCTBUU C 3aJaHHbLIMU
KPUTEPUAMU U NOSTOMY BbINYCKAET NPOAYKLMUIO, OTBEYAIOLLYIO TEXHUYECKMM TPEOOBaAHUAM.

INCO/TC 11139:2006, onpeaeneHne 2.30]

3.17 npegynpeauTernbHblie geuctBud (preventive action): lencresna no ycrpaHeHUo NPUYUH BO3MOXK-
HOro HECOOTBETCTBUA UINK APYron HeXXenaTternbHOU BO3IMOXXHOU CUTYyaLIUN.

[TpumevaHn4

1 MoXeT npucytcTBoBaTh bonee YemM ogHa nNpuYnHa BO3IMOXHOIo HECOOTBETCTBUSA.

2 [pepynpeantentHele AeUcTBUA nNpeanpuHUMaKrTCa ANA npegoTBpalleHna NpoUcCLLECTBUA, B TO BPEMA KaK Kop-
DEKTUPOBOYHbIE AENCTBUA NPUHUMAKOTCA ANA NpedoTBpaLlleHUA NOBTOPEHUA.

[NCO 9000:2005, onpeaeneHne 3.6.4]
3.18 ycTpoucTBO AnNA ucnbiTaHua npouecca; YWI1 (process challenge device PCD): YcTpoucTBO,
npeaHasHavyeHHoe ana obecnevyeHnsa onpeaeneHHon ConpoTUBNAEMOCTM NPOLIECCY CTEPUNU3aLMn U UCMOSb-

3yeMoe aAnd OUueHKn BO3aeNCTBUA npoLecca.
[NCO/TC 11139:20006, onpeaeneHne 2.33]
3.19 napameTp npouecca (process parameter). YCTaHOBNEHHOE 3HAYEHMUE NEPEMEHHON Npouecca.

[MpumMeyvaHne — Cneundmkauus npouecca cTepunusauum BkodaeT B cebs napaMeTpbl npouecca U KX
TOYHOCTW.

INCO/TC 11139:2006, onpeaeneHne 2.34}
3.20 nepemeHHada npouecca (process variable): YcnoBue npouecca crepunmsaumm, USMEHEHUE KOTO-
POro N3MEHAET MUKpODOoLIMAHYIO SPPEKTUBHOCTD.

[pumep — Bpemsi, memnepamypa, 0aesieHUe, KOHUeHmMpauus U enaxHocmb, OJIUHa 60JIHbI.

[NCO/TC 11139:2006, onpeaeneHne 2.35]

3.21 npu3HaHHaA Konnekuua Kynetyp (recognised culture collection): lenosutapun B COOTBETCTBUMN
¢ bypanewrTckum gorosopom o0 MexxayHapoaHOM MPU3HAHUU AENOHUPOBAHNA MUKPOOPraHM3MOB ANA Lienen
NaTteHTHON npoueaypbl U pernameHTUPOBaHUA.

[NCO/TC 11139:2006, onpeaeneHne 2.38]}

3.22 KOHTPONbHbLIN MUKPOOpPraHusm (reference microorganism): LLitamMmm mMukpoopraHnama, norny4veH-
HbI U3 NPU3HAHHOW KONNEKUNn Kynbryp.

INCO/TC 11139:2006, onpeaeneHne 2.39]}

3.23 peatTectaumsa (requalification): [loBTOpeHne YyacTn Banunagauuun B UENAX NOATBEPXKAEHMNA NPOa0I-
KaroLwenca npuemMnemocTu cneunduumMpoBaHHOro npouecca.

[NCO/TC 11139:2006, onpeaeneHne 2.40]}

3.24 nutarowme cpeabl (services): NMrtaHne n3 BHELLHUX UCTOYHUKOB, HEOOXxoanmoe ansg obecneye-
HUS PYHKLUMOHUPOBAHUA 000pyaoBaHUA.

[Tpumep — Inekmpuvyecmeo, 800a, CxKambil e030yX, OpeHa.

INCO/TC 11139:2006, onpeaeneHne 2.41}

3.25 onpepenaTtb (cneunduumnpoBaTtb) (specify): NoapoObHO onucbiBaTh B YTBEPXKAEHHOM JOKYMEHTE.
INCO/TC 11139:2006, onpeaeneHne 2.42}

3.26 cTepunbHbIM (sterile): He coaepxkalmn >kn3HeCnoCOOHbIX MUKPOOPraHM3MOB.

[NCO/TC 11139:2006, onpeaeneHne 2.43}

3.27 cTepunbHOCTb (sterility): OTcyTCcTBUE XXM3HECNOCOOHBIX MUKPOOPraHM3MOB.

[TpumMmedvaHNe — Ha nNpakTUKe HEBO3IMOXHO AoKa3aTb abCOMNTHOE OTCYTCTBME MUKPOOPraHU3MOB [CM. CTEPHK-
nmsauna (3.28)].

INCO/TC 11139:2006, onpeaeneHne 2.45}
3.28 cTtepunu3auusa (sterilization): BanuanpoBaHHbIM MPOLIECC, UCNONb3YEMbBIU ANA MONMy4YeHUa NpPo-
IYKTa, HE coaepXKaLlero XM3HecrnocoOHbIX MUKPOOPraHM3mMoOB.
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[TpumMmevaHune —Ilpu cTepunusaummn npupoga UHakTuBauln MUKPOOPraHU3IMOB OMUCKLIBAETCA SKCMOHEHLUMar b-
HbIM 3aKOHOM. CnefoBaTeNibHO, Hannymne XX1U3HecnoCobHbIX MUKPOOPraHN3MOB Ha KaXX4oOM OTAENbHOM U3OENUU MOXET
ObITb BblpaXXeHO B TEPMUHaX BEPOATHOCTU. 3Ta BEPOATHOCTL MOXET OblTh CHUXEHA 40 OYEeHb MaliblX 3HAa4YEHUN, HO HUKOT-
0a He MOXeT ObITb oBefleHa A0 HynsA (CM. ypoBeHb 0becnedeHua ctepunsHoctn MCO/TC 11139).

[MCO/TC 11139:2006, onpeaeneHue 2.47]
3.29 3arpy3ka (ctepunusartopa) (sterilization load): N3genuda, KoTopbie CTEPUNUIYIOT C MOMOLLIbIO JaH-

HOro npouecca ctepunusalum.

IMCO/TC 11139:20006, onpeaeneHue 2.48]

3.30 npouecc ctepunusauum (sterilization process): Pag aencresuin unu onepaumnim, HeooxoanMbIX AN
OOCTWXKEHUA onpeaeneHHbiX TpeboBaHUN K CTEPUNBHOCTMN.

[TpuMevyaHKne — Pag Takux AeWUCTBUA UNKU onepaunin BKIOYaeT B cebsa npeaBapuUtTenbHyo obpaboTky (npu
HeODXOAMMOCTHN), BbIAEPKKY B CTEPUINUIYIOLLEM areHTe B 3afaHHbIX YCNOBUAX U NMHOOYH0 HEOOXOAUMYIO NMOcCneayoLyHo
00OpaboTKy. [Npouecc cTepunmnsaUnm He BKNKOYaET Nodble onepaunn OMUCTKU, Ae3UHAEKLMN U YNaKOBKK, KOTOPLIE Npes-
LLIECTBYIOT npoueccy cTepunusauunn.

[MCO/TC 11139:2006, onpeaeneHue 2.49]
3.31 ctepunuayrowinmmn areHt (sterilizing agent): dusnyeckaa unum xmmmyeckaa eamHuua Unm nx KOM-
OnHauuna, kotopasa UMEET AOCTAaTOYHYIO MUKPOOOLUMAHYIO aKTUBHOCTbL AN AOCTUXXEHUSA CTEPUNBbHOCTU B 3a-

JAHHbIX YCINOBUSX.
[NMCO/TC 11139:2006, onpepenenue 2.50]

3.32 KpuBasa BbDKMBAEMOCTMU (Survivor curve): [padpmuyeckoe npeacraBneHne MHaKTUuBauum Nonyns-
LUMN MUKPOOPraHn3mMoB C YBENMUYEHUEM 3KCMO3ULIMN MUKPOODOLINAHOIO areHTa npu ykasaHHbIX YCIOBUAX.

IMCO/TC 11139:2006, onpeaeneHune 2.51]

3.33 UcnbiTaHue Ha CTepUNbHOCTDL (test for sterility): TexHuuyeckaa onepauund, onpeaeneHHada B dap-
MakKonee, BbIMNONMIHAEMAada Ha U3gennu Nocne BO3AeUCTBNA HA HETO nNpoLiecca ctepunu3aunmn Unmn nocrne acern-
TUYECKOro Nponu3BO4CTBEHHOIO NpoLecca.

3.94 npoBepka ctepunbHOCTU (test of sterility): TexHnyeckaa onepauund, BbINONMHAEMAA KaK 4acTb
pa3paboTku, Banugaumn n pearrecrauumn ana onpeaeneHna npucyTCcTBUA UM OTCYTCTBUSA XKU3HECMOCOOHbIX
MUKPOOPraHM3mMoB Ha NMPOAYKTE U €ro YyacTtu.

[MCO/TC 11139:2006, onpeaeneHue 2.53]

3.35 Banupauua (validation): lokymeHTMpoBaHHada npoueaypa nonyyvyeHud, perncrpaumm nu UHTepnpe-
Tauuun pesynbraroB, HE0OXoaMmasa aAngd AeMOHCTpaUnn Toro, YTto rnpPoLecc HEM3IMEHHO BblAAET NPOAYKT, COOT-

BETCTBYIOLLMN 3apaHee onpeaeneHHbIM creundukaumam.
[MCO/TC 11139:2006, onpeaeneHue 2.59]

4 AnemMeHTbl CUCTEMbI YNpPaBrieHNA Ka4yeCTBOM

4.1 JokymMeHTauus

4.1.1 JomkHbl ObITb CcrieunuunpoBaHbl NpoLeaypbl 4N8 XapakTepUCTUK CTEPUIN3YIOLLIETO areHTa, pas-
paboTKK, Banuaaunun N TEKYLLEro KOHTPONA CTEPUNU3aLnMOHHOIO Npouecca U BbiMycKka npoaykra nocne cre-

pUnu3aLuu.

4.1.2 [JokymeHTauma mn 3anucu, Tpedbyemble HACTOALUMM CTaHAAPTOM, AOJMKHbI OblTb MPOBEPEHbLI U
VTBEPXKAEHbI HA3HAYEHHbIM YMONMHOMOYEHHLIM nepcoHanom (cM. 4.2.1). HokymMeHTauuo 1 3anucu cnegyer
KOHTPONMMPOBAaTb B COOTBETCTBUU C NpUMeHUMbIMU pasgenammn NCO 13485.

4.2 OTBEeTCTBEHHOCTb PYKOBOACTBA

4.2.1 OTBETCTBEHHOCTb U MONMHOMOYMA 34 OCYLUECTBIIEHNE U YyOOBINETBOPEHUE TpeOoBaHUIN, YCTAHOB-
NEHHbIX HACTOALLUMM CTaHAAPTOM, AOIMKHbI ObITb YETKO onpeaeneHbl U onucaHbl. OTBETCTBEHHOCTb [JOJDK-
Ha OblTb BO3MOXeHa Ha KBanuUUWPOBAHHLIA MEPCOHaN B COOTBETCTBUW C MPUMEHUMbIMUA pasaenamu

NCO 13485.
4.2.2 Ecnun TpeboBaHUA HACTOALLEro craHgapra npeaHasHaveHbl NS BbIMNOMHEHUA OpraHu3aunamm c

pa3dgeribHbiIMA CUCTEMaMWU MEHEAXKMEHTAa KadveCTBd, OTBETCTBEHHOCTb U MOJIHOMOYUA KaXO0U U3 TaKnx CuU-
CTEM AOIMKHbI ObITh onpeaernedHbl U ONMNMCaHbLI.
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4.3 BbinycK npoaykuuu

4.3.1 lNpoueaypbl 3aKynokK AOIMKHbI ObITb onpeaeneHbl U onucadbl. [laHHbIe npoueaypbl 40MKHbI COOT-
BETCTBOBATb NpuMeHUMbIM pasgenam NCO 13485.

4.3.2 lNpoueaypbl uageHTUDUKALUNU N NPOCNEXUBAHNA NPOAYKTA AOMMKHbI ObITb OnNpeaeneHbl U Onuca-
Hbl. [laHHblE npoueaypbl A0MKHbI COOTBETCTBOBATL NPUMEHUMbIM pasaenam NCO13485.

4.3.3 [lomkHa ObITb onpeaeneHa u onMcaHa cucTtemMa KanmdbpoBKU BCEro 00opyaoBaHUs, COOTBETCTBYIO-
lwasa npumeHumbiMm pasgenam MCO 13485 nnu MCO 10012, BkntovatoLasa B cebsa Takxke cpeacrsa nsmepe-
HUW ANA NPOBEeAEHUA UCNbITAHUW, NCNONb3yeMble ANnga obecneyeHnsa COOTBETCTBUA TPEOOBAHUAM HACTOALLETO
crtaHaapra.

4.4 N3amepeHue, aHanus u ynyvyweHuve. KOHTPONb HECOOTBETCTBYHOLEN NPOAYKLIUN

[ormxHbl ObITL cneunduUnpoBaHbl NPoLeAYpPbl KOHTPONA NPoAYyKTa, NPU3HAHHOIO HECOOTBETCTBYIOLLMM,
M npoueaypbl 4N KOPPEKTUPOBKU, KOPPEKTUPOBOYHbLIX U NMpeaynpeanuTenbHbiX 4eUCTBUKA. Takue npoueaypsl
OOIMKHbI YAOBNETBOPATL COOTBETCTBYHOLLMM pasaenam NCO 13485.

5 XapakTepUCTUKU CTEPUNNIYIOLLEro areHTa

5.1 Obwume TpedboBaHUA

Llenb 3TUX AENCTBUIA — onpeaerneHne CTEPUNU3YIOLLIEro areHTa, AeMOHCTpaUuna ero MMKpoobounaHon
3(PPEeKTUBHOCTU, nAEHTUDUKALUNA PAKTOPOB, BIMUAKOLLMX HA MUKPODOLIMAHYIO 3PP EKTUBHOCTL, OLIEHKA (-
drekTa BO34ENCTBUSA CTEPUNUIYIOLLIEINO areHTa Ha MmaTtepuarnsl, onpeaeneHne tpedbosaHnn 6e3onacHoOCTU An4
nepcoHana v 3awmuTtbl 000pyaoBaHNA. 3TU AEUCTBUA MOTYT ObITb BbINOMHEHbLI MPU UCTIbITAHUAX MOAENN CU-
cremMbl. B Taknx cnyyasax ntorosasa cneundukauma Ha obopygosaHue (cMm. 6.3) gomkHa ObiTb COOTHOCMMOMN
C pesynbratamMun sKCnepPUMEHTanNbHbIX UCCNEA0BaHNN, BbIMONMHEHHBLIX MPU UCNbLITAHUAX NPOTOTUNA CUCTEMBI.

5.2 CTepunu3yrowmnn areHT

CTepunu3yloLllnMn areHT AomkeH ObiTb cneundounympoBaH. Cneundukaunsa omKHa BKMoYvaTbh B ceb4q,
eCcrnn HeoOxoauMOo, YCIOBUA XPaHEHUA CTEPUNUIYIOLLIEro areHTa, obecnevymsaroLme coxpaHeHne ero CBOUCTB
B cneuudpnumnpoBaHHbIX Npeaenax B TEY4EHUE BCETO 3adBNEHHOIo Cpoka XpaHeHus.

5.3 MukpoobouungHasa 3(ppeKTUBHOCTbL

5.3.1 NccnegoBaHna MukpoooumnaHon adpdPeKTUBHOCTU AOIHKHbI:

a) NPOAEMOHCTPUPOBATL NETanbHOE AEUCTBUE CTEPUNUIYIOLLETO areHta Ha paa npeactaBUTENbHbLIX
MUKPOOPraHM3mMoB, OTOOPAaHHbLIX B COOTBETCTBUU C NPUITOXKEHUEM A;

D) YCTAHOBUTbL IMMUPUYECKUE MATEMATUYECKNE CBA3U, ONpeaenatome KMHETUKY MUKPOOHON MHAKTU-
BaUUN NAEHTUMPULNPOBAHHbLIX CTONKNX MUKPOOPraHU3MOB, YTOObI MOrna ObITb NpeacKkasaHa BEPOATHOCTb Bbl-
XXMBAHUA MUKpPOOpraHnama, noaBEPrHyToro onpeaeneHHon obpaboTke;

C) ONpeaennTb KOHTPONbHbIE MUKPOOPraHM3Mbl, U3BECTHbLIE CBOEW BbICOKOW COMPOTUBNAEMOCTBLIO CTE-
PUNU3YIOLLEMY areHTy,;

d) onpeaennTtb NeEpPeMeEHHbIE NpoLecca, BNMAKLLME HA NeTanbHOEe AEUCTBUE CTEPUNUIYIOLLETO areHTa,
N B3AUMOAENCTBUE ITUX NEPEMEHHbBIX, BNMUAIOLLIEE HA 3TO NETanbHOE AEUCTBUE,

€) OLEeHUTb T€ PaKTOPbI, KOTOPbIE MOTYT HEDNAroNPUATHO BNMUATL HA 3PP EKTUBHOCTb CTEPUNUIYIOLLETO

areHra, dasupyrouwimecsa Ha PU3n4ecKkom U/mnNu XMMmM4YecKkomMm B3anMmoaeNCTBUMN.

[Ipumepbl — Baaumodeltcmeue ¢ Mamepuanamu U pa3niuvdHbIMU OcCmamKamMu om rnpou3eodcmea, o4UCMKU
u/unu de3uHpeKuuu;

f) oueHnTb hakTopbl, KOTOPLIE MOTYT HEDNAroNPUATHO BNUATL HA NOAAYY UW/UNKU pacnpeaeneHne CTtepu-
NMN3YIOLLETO areHTa.

[Ipumepbl — OKpyxarwasa cpeda, Mamepuanbl U ocmamKu om npouszeodcmea, OYUCMKU u/unu
de3uHpeKuuu;

Jg) onpeaenuTb CPeacTBa, NpekpawularoLmne 4ENCTBUE CTEPUNUIYIOLLETNO areHTa, ecnm 3To NPUMEHUMO.
5.3.2 Metog(bl) ncnbiTaHUU, KPUTEPUN NMPUEMITEMOCTN U OLIEHKA BblDOpa TECTOBLIX MUKPOOPraHM3MOB
OOImMKeH(HbI) ObITb AOKYMEHTUPOBAaH(bl). Pe3ynbraTtbl UCNbITAHUW AOIMKHbI ObITb 3anucaHbl (CMm. 4.1.2).

6
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5.4 Bo3gencrBue HA MaTepuanbl

5.4.1 OPpPeKkTbl BO3JEUCTBUA CTEPUNUIYIOLLIETO areHTa Ha pusn4veckue n/mnn xXMmMmmyeckne CBOUCTBA
MaTepuanoB U HA X OMONMOrM4eckyto 0€30NacHOCTb AOMKHbI ObITb OLEHEHDI.

5.4.2 SPdPeKkTbl NOBTOPAKOLLUENocaA BO3AEUCTBUA CTEPUNUIYIOLLIEr0O areHta Ha CBOWUCTBA Marepuana
OOJKHbI ObITb U3YY€EHbI C UCNOMb30BAHUEM Pa3NUYHbIX KOMOMHALUMI napaMeTPOoOB nNpoLecca, KOTOPbIE C HAK-
OonbLUEN BEPOATHOCTbLIO MOTYT OKa3arb MakCcumManbHOEe BO34ENCTBME HA MaTepuUan.

5.4.3 VcnbiTyemble mMaTepuarnbl U pe3ynbrarbl UCNbITAHUU A0MMKHbI ObITb 3anucaHbl (CM. 4.1.2) BMeCTe
C KpUTEPUAMK, OTHOCUTESNBHO KOTOPLIX AOMKHbI ObITb OLIEHEHbLI CBOUCTBA MAaTEpUanoB 40 U Nocne BO34eN-
CTBUA CTEPUNMN3ALIMOHHOrIO areHTa.

5.5 be3onacHOCTb U OKpyXarwLiaa cpena

5.1 nga crepunuaylowlero areHTa, ero npeaLuecrBeHHUKOB (€Crnn TakoBble ObInn) U nodbIX MOOOYHbIX
NPOAYKTOB CTEPUNUBYIOLLEro areHTa A0MKHbI ObITh cneunduympoBaHbl NMOO nacnopt 6€30nacHOCTU MaTepU-
ana (material safety data sheet), nndbo nHasa aHanornyHaa nHgopmaumna no 6e3onacHoCTU. Ita MHopMaLUmns
MOXXET ObITb NPeAOoCTaBeHa NOCTABLUMKOM XUMNYECKOTO areHTa unn MoxXxeT ObiTb NOAroTOBMIEHA B KAYECTBE
NepBOro arana 3KCnepuMeHTanbHbIX NCCNEeA0BaHNUN CTEPUNU3YIOLLETO areHTa.

5.2 TloTeHUManbHOE BNUAHUE HA OKPY>KatoLLYIO cpeay ntolbbiX cydCcTaHUMN, KOTOPbIE MOTYT ObITh Bble-
NEHbI B OKPY>XaKOLLYIO cpegy nmdo cneunansbHo, MO0 Cry4YanHo B X0A4 € UCMONb30BAHUSA UIK MOCIE UCNOMb30-
BAHWUA CTEPUNU3YIOLLIETO areHTa, A0MKHO ObITb OLIEHEHO, U AOIMKHbLI ObITb paspaboTaHbl MepPbI MO YCTAHOBIE-
HUIO KOHTPONA 3a 3TUMKU CyDOCTaHUMAMU. 3TA OLIEHKA, BKIOYaa noTeHuUuarnbHble BO3MOXXHOCTU (€CNU TAKOBbLIE
MOTYT ObITb) U MEPbI KOHTPONA (ECNU OHU onpeaeneHbl), A0MMKHa ObITb AOKYMEHTUpoBaHa (cMm. 4.1.2).

6 XapakrepucTuUKM npouecca n ooopyaoBaHusA

6.1 Oowwumne TpedOBaAHUA

Llenb 9TUX A€UCTBUKU — NOSNIHOCTbLIO ONPeaAenuTb CTEPUNU3aLIMOHHbIA npouecc u obopyaoBaHne, HEOO-
xXoaumble ansa obecne4vyeHnsa ctepunmu3ayMoHHOMY npoueccy 6e3onacHOCTU U BOCNPOU3BOAUMOCTMN.

6.2 XapakTepuUCTUKM npoLecca

6.2.1 lNapameTpbl npouecca BMECTe C UX A0nyckamm AO0SMKHbI ObITb cneumpuumMpoBaHbl. OTU A0MNYCKY
OOMKHbI DasnpoBaTbCA HA 3HAHUKM KOMOMHALUMNA napameTpoB, BblgaloLLUX MUHUMAIbHO AOMNYCTUMYIO MUKPO-
oounaHyo adpPekTUBHOCTL. OOpaboTKka ¢ TaKMMKU napamMeTpamMu AomKHa NOCTOSAHHO BblgaBaTb 0e30MnacHbIN
N PYHKLIMOHANbHbLIN MPOAYKT.

puMedYaHWNe — YCTaHOBMeHUE MapaMeTPoOB Npouecca cneayeT 3a onpefeneHneM nepeMeHHbIX npouecca
[(cMm. 5.3.1, nepevncnerHune d)], BKNrodvas Te NnepeMeEHHbIE NpoLuecca, KOTopble UCKIHYEHbl UITU MUHUMNU3NPOBaHbI ANa obe-
cneYvyeHUa adhpekTUBHOCTU npoLecca cTepunusaunm.

6.2.2 Cpeacrea MOHUTOPUHIA U KOHTPOMA NEPEMEHHbLIX NpoLecca A0MKHbI ObITb YKa3aHbl.

6.2.3 Jliobasa obpaboTka npoaykra, npoBeaeHne KoTopon Tpedyerca 40 BO3AENCTBUA CTEPUNN3aLIMOH-
HOro areHTa gnsg yBenuyeHua 3apdPeEKTUBOCTU CTEPUNN3ALIMOHHOIO npoLecca, AomkHa ObiTb crneynuunpo-
BaHa.

6.2.4 Jliobaa obpaboTka npoaykra, npoBeaeHne KOTOponu TpedyeTca nocne BO3AENCTBUA CTepUIin3a-
LMOHHOIo areHta Ang obecne4vyeHua 06e3onacHOCTU NPOoAyKTa, AOMKHA ObiTb cneynduumnpoBaHa Kak 4acTb
CTepunM3auMoHHOro npouecca.

6.3 XapakTepucTukKku obopyagoBaHus

6.3.1 JomkHO ObITb cneunduumnpoBaHo 000pyaOoBaHME, NMPOBOASLLEE nNpoLecc be3onacHbIM CNOCOOOM
B npeaenax A0onycKkoB, NPeaAyCMOTPEHHbLIX ANA napaMeTpoB npoLecca.

6.3.2 Cneundonkaumna gomKHa BKo4aTb B cebd (HO HE OrpaHNYUBaTbLCA):

a) punsnyeckoe onucaHme odbopygoBaHUa U HEOOXOAUMbIX BCNOMOraTenbHbIX U3AENUIA, BKNOYAA MaTe-
puanbl KOHCTPYKLWMU;

b) cneundoukauuno CTepunuaytoLlero areHra (CMm. 5.2) n cpeacrea, KOToOpbiIMU OH 00ecneyYnBaeTcs, BKIIO-
yasa noodblie gobaBku nnu npeablayLune areHTbl, He00OXoAUMbIE ANA €ro Nogauu;
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C) onucaHue npubopoB ANd MOHUTOPUHIA U KOHTPOMA CTEPUNN3ALIMOHHOIO NpoLecca, BKMo4Yada Xapak-
TEPUCTUKU AATYUKOB N TOUKN UX pa3MELLEHNS, a TaKKe MHAUKATOPHbIE NPUOOPbLI N YCTPOUCTBA PErucTpaLunm;

d) HencnpaBHOCTU U OLLMOKK, pacno3HaBaeMbl€ CTEPUNU3ALUUOHHBLIM 000pPYaOBaAHUNEM;

e) PYHKUMN 0e30nacHOCTU, BKIMtovad 6e30nacHOCTb NepcoHana un 3aLlumTy OKpy>aloLlen cpeabl;

f) TpeboBaHNA K MOHTaXKY, BKITOYasa TpeboBaHUA K KOHTPOSIO BbIOPOCOB U U3NYYEHUI, €CNU MPUMEHUMO.

6.3.3 lNporpammHoe obecrneyeHne, UCNoNb3yemMoe Angd KOHTPONS U/unn MOHUTOPUHIa CTEPUNU3aLNOH-
HOro npowuecca, O0MKHO ObITb NOArOTOBMNEHO B COOTBETCTBUU C TPEOOBAHUAMU CUCTEMbBI YNPABINEHNA Kade-
CTBOM, obecneynBatoLlen JOKYMEHTANbHOE CBUAETENLCTBO (CM. 4.1.2) TOro, 4To nporpaMMHoOe obecrneyeHue
COOTBETCTBYET NPOEKTHON (KOHCTPYKTOPCKOWU) KOHLUENLUUMN.

[TpumeyaHne — Cnegyet obpaTtuTb BHUMaAHNE Ha TpeboraHna MCO 90003.

6.3.4 [JomkHbl ObITb NPenyCcMOTPEHbI CpeacTBa, obecnevynBatoLLUne rapaHTUIo TOro, YTo OLLINDOKA B DYHK-
LMK KOHTPONA HE npuBeaeT K cOOl 3anMcu napamMeTpoB npouecca Takum o0pasom, UYTO HEIXDIEKTUBHLIN
npouecc 0yaer oTMeYeH Kak AP PEKTUBHBIN. STO MOXKET ObITb AOCTUTHYTO KaK UCNONb30BAHUEM HE3ABUCUMBbIX
CUCTEM yNnpaBNeHUa KOHTPONA U MOHUTOPUHIA, TaK N NEPEKPECTHLIMU NPOBEPKAMN MeEXAY KOHTPONEM U MO-
HUTOPUHIOM, KOTOpPbLIE ONpeaenatoT nodbie HECOOTBETCTBUA U MHAUUUPYIOT OLLMOKY.

7 OnpepneneHue nNpoaykra

/.1 Llenb aTOro AeUCTBMA — ONpeaenuTb NPOAYKT, NognexaLun crepunusauumn, BKnovas MUKpPoOKno-
norMyecKkoe Ka4yecTBo Npoaykra Ao crepunusaymm U cnocot ynakoBKkU U NOATOTOBKU K CTEpUNuU3aLnu.

7.2 T1poayKT, noanexaLumn crepunusauummn, AormkeH ObiTb cneunuumMpoBaH, BKOYas UCMNONb3yeMble
yNakoBOYHbIE MaTtepuansl U CcNnOcoD, KOTOPbIM NPOAYKT AOMKEH ObITb yNnakoBaH U NOATOTOBMNEH K NPOLECCY
cTepunusayuu.

[1na ucnonHeHua 3Toro TpeboBaHUA MOXKET NOTpedoBAaTbCH, YTOOLI OpraHn3auus, OCyLLECTBAOLAA
crepunusauuio, obina obecneyeHa CoOTBETCTBYOLLEN MHOPMALIMEN OT U3TOTOBUTENA MEAULIMHCKOrO U3ae-
n1M4a U U3rOTOBUTENSA CTEPUNU3aLMOHHOro obopyaoBaHus.

[TpumedyaHne — CM., Hanpumep, NCO 17664

7.3 HomikHa ObITb cneunduumMpoBaHa n nogaepXmMBarbcs B 4EVNCTBYIOLLEM COCTOAHUU CUCTEMA, rapaH-
TUPYIOLLAA, YTO COCTOSAHUE NPOoAYyKTa, NPeacTaBneHHOro Ana crepunuaaunn, BKNYas MMKpoononormyeckuu,
OpraHU4YeCckMn N HeopraHUMYeCKMM yPOBHU KOHTAMMUHALUMKN, KOHTPONMUPYETCA U HE CTaBUT NoAd yrpo3y adpdek-
TUBHOCTb CTEPUNN3ALMOHHOI0O NpoLecca.

7.4 OPPEKTUBHOCTb CUCTEMbBI, ONPeaeneHHON B COOTBETCTBUMN C 7.3, A0IKHaA ObITb AoKa3daHa. [na me-
OULUNHCKUX U3AENUN 0QHOPAa30BOr0 NPUMEHEHUA AEMOHCTPAaUMUA IPPEKTUBHOCTU AOIMKHA BKINOYaATb OLUEHKY
bnoHarpy3ku B coorsetcteum ¢ NCO 11737-1. lna mHorokpartHo obpabdaTbiBaeMbiX MEAULIMHCKUX U3OENUN
aTa AEMOHCTpaUnNga AoJKHa BKNovaTtb OUEHKY aPdPEKTUBHOCTU cneumanbHON OYUCTKU U, €CnNn NPUMEHUMO,
npouecca Ae3NMHMEKLNMN.

Llenb TaKOW OLUEHKN COCTOUT B TOM, YTOObI OMOHarpy3ka obina ctadbunbHOM U HU3KOW C YY4ETOM Xapakrepa
CbIPbEBbIX MATEPMAaNOB, NPOAYKTA UMK npoueayp odbpaboTku nepen crepunusaumen. 3Toro MOXKHO A0CTUYb,
MCnonb3yda Npu U3roToBneHNU MeanUMHCKUX U3genum CUCTEMY ynpaBneHUsa Ka4yeCTBOM, COOTBETCTBYIOLLYIO
NCO 13485, unu npuMeHdaa nepen crepunmnsaumen onpeaeneHHbin U KOHTPONMMPYEMBIN MPOLIECC OYUCTKU C
NOKa3aHHOWN 3PPEKTUBHOCTLIO BMECTE C NPOLIECCOM AE€3UHMEKUNKN (ecnn TaKkOBOU cneundpunumnpoBaH) ¢ no-
cneayrowmm npeaorspaLleHneM NOBTOPHOIO 3arpa3HeHna MeanumMHCKOro n3genuns.

[TpumedvaHne — MexayHapogHble cTaHAapTel Ana obopyaoBaHUA NO OYUCTKE U Ae3UHAEKUMN MeANLNHCKNX
nsgenun (cepua NCO 15883) BKNOYaOT METOALI AEMOHCTPpaUNN 3P PEKTUBHOCTU OUUCTKU U A€3NHPEKLNN.

8 OnpepneneHue npouecca

8.1 Llenb AaHHOro AeNCTBMA — Nony4vYeHue AetanbHOU cneuugukaumm cTepunnu3aLmMoHHOro npoueccea,
NMPUMEHAEMOro K onpeaeneHHbIiM npoaykram (CM. pasgen 7), 6e3 yxyaLieHusa 6e3onacHOCTKU, Ka4ecTBa U pa-
0OTOCNOCODOHOCTN STUX NPOAYKTOB.

8.2 lNpouecc crepunusauunmn, COOTBETCTBYIOLLMI onpeaeneHHOMY U3Aenuio, A0MKEH ObITb YCTAHOBIEH.
JTO AOCTUTaETCA:

a) BbIOOPOM napameTpoB npolecca u, N0 BO3MOXXHOCTU, AEMOHCTPALMEN X AOCTUXEHUA NYTEM U3-
MEPEHUH;

8
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D) nogavyen CTepPUNU3yYIOLLIEro areHTa rnpu ycnoBuax, Co3aaHHbIX TakuM 00pasom, 4YToObl NpeacTaBnATb
yBenuyeHmne odbpaboTku, odecneymBaroLLen MEHbLLYIO NETANbHOCTb, YEM pacCMaTPUBAEMbIN NPOLIECC CTEPU-
nuM3auuu, ¢ ucnonb3oBaHUEM OQHOIM0 U3 NOAX040B, ONMMCaHHbLIX B npunoxxeHnn B, C nnn D.

8.3 Ecnu dnonornyeckne nHAMKaATOpPbl UCMONb3YIOTCA KaK YacTb OnpeaeneHna/yctaHoOBNEHNS CTEPUTIN-
3aUMOHHOro npouecca, OHU AOIMKHbI:

a) cooTBeTtcTBoBatb TpedboBaHuam MCO 11138-1 u Bcem nocneayowmm yactam MCO 11138, KoTopble
NPUMEHUMbBI K CTEPUNU3ALMOHHOMY MPOLECCY;

D) nokasbiBaTb COMPOTUBNAEMOCTb CTEPUNTU3ALIMOHHOMY areHTy, NnogooHyI0 ODMoHarpyske crepunmnaye-
MOro NPOAYKTA,

C) ObITb pasMmeLlleHbl NMOO B TEX YaCTAX NPOAYKTA, rAe ycnoBusa crepunusaumm npusHaHbl Hanbonee
TPYyAHbIMU, MO0 B YCTPOUCTBE ANA UCMNbITaAHUA 3dpdpekTuBHOCTU npouecca (PCD).

8.4 Ecnun xumunyeckmne nMHAnMKaTopbl UCMONb3YIOTCA KaK YacTb onpeaeneHuda/yCTaHOBNEHNA CTEPUNU3a-
LMOHHOTO npouecca, OHU A0IMKHbI cCOOTBETCTBOBATL TpeboBaHnam MCO 11140-1 n Bcex nocneayoLmx Yacten
MCO 11140, KoTopble NPUMEHUMbI K npoueccy. XUMNYeCKMe MHANKATOPbI A0JMKHbI ObITb pa3MeLleHbl Mbo B
TeX YacTdax Npoaykra, rge ycnosmsa crepunusauun npusHaHbl Hanbonee TpyaHbiMU, NMOO B YCTPOWUCTBE ANS
ncnolTaHna npouecca (PCD) (cm. 8.6).

8.5 Ecnu npoBepka CTEPUITbHOCTU BbINMONMHAETCA KaK YacTb onpeaeneHna/yctaHoBNEeHUA CTepUnnM3anm-
OHHOrO npouecca, Takaga NpoBepKa AosmkHa cooTBeTcTBOBaATHL TpeboBaHnam NCO 11737-2.

8.6 Ecnun ycTtpouctea Ana ucneitaHna npouecca (PCD) ncnonb3ylorca Kak yactb onpeaeneHusa/ycra-
HOBNEHUA CTEPUNU3ALIMOHHOTO Mnpouecca, UX NPUrogHoCTb AOormkHa ObITb onpeaeneHa. Takoe yCTPpOUCTBO
OOIMKHO NpeacTaBnAaATb TPYAHOCTb ANA CTEPUNU3ALMOHHOro npoLecca, CpaBHUMYIO UNKU OONbLUYIO, YEM B TEX
yacTax NPoAyKTa, rae ycrnoBusa crepunusaunmn npu3HaHbl Hanbonee TpyaHbIMNA.

8.7 buonornyeckaqa 6esonacHOCTb NPOAYKTA, NPOoLUeALLIEero CTepPUnM3aLmoHHbIN MPOLECC, A0HKHA ObITb
yCTaHOBEHa B COOTBETCTBUK C TpeboBaHuamu NMCO 10993-1.

8.8 OueHKy pucka aAng 30poBbSA crieayeTt NpoBoAUTL B cCOOTBETCTBUK € TpeboBaHuamu NCO 10993-17
aAna naeHtndukaumm n onpeaeneHna cneundnyecknx NnpeaenoB And OCTaTkoB OT npouecca Ha/B NPOAYKTE.

8.9 lpn HeoOXxoaAUMOCTKU AOMKHbI ObITb YCTAHOBIEHbLI CPEeACTBA ANA CHUXEHUA YPOBHA(EN) OCTATKOB OT
npouecca Ha/B NPOAYKTE HUXE TOro (Tex), 4Tto Obinu onpeaeneHbl B COOTBETCTBUU C 8.8.

8.10 [omxHo ObITb NPOAEMOHCTPUPOBAHO, YTO MPOAYKT OTBEYaeT onpeaeneHHbiM TpedoBaHUAM MO
0e30nacHOCTU, Ka4YeCcTBY U pabounMm xapakTepucTtukam nocne ero oopadoTku onpeaeneHHbiM CTepunu3aum-
OHHbLIM MPOLIECCOM.

8.11 CTtepunmn3aumoHHbIN NPOLUECC AOIMKEH ObITb cneunduLIMPOBAaH.

9 Banunpauusn

9.1 Obwan nHpopmauuns

Llenbio Banunaauun aBnaeTca A€MOHCTPaUNA TOro, YTo CTEPUNU3ALIMOHHBLINA LUK, ONUCAHHBLIN B ONpeae-
neHun npouecca (cMm. pasaen 8), MoXXeT 3ddPEKTUBHO U C XOPOLLEW BOCMPOU3IBOAUMOCTbLIO ObITb BbIMOMHEH HAa
cTepunu3yemon 3arpyske. Banmgauma coCToUT U3 HECKONMbKUX onpeaeneHHbIX 3TanoB: aTTeCcTaluna MOHTaXa
(installation qualification, 1Q), arTectauna skcnnyartauuu (operational qualification,OQ) n arTecrtaymna sKkcnnya-
TUpyemoro ooopyaosaHusa (performance qualification, PQ).

ATtTectauunto MoHTaxa (IQ) BbINONHAOT ANA AEMOHCTpaLNUK TOro, YTo cTepunu3daunoHHoe obopyaoBaHune
M €ro BCroMoratenbHbl€ YCTPONCTBA NOCTABMEHLI U CMOHTUPOBAHbLI B COOTBETCTBUU C UX cneundonkaumen.

ATTecTtauuto akcnnyarauumn (OQ) BbINOMHAIOT HA obopyaoBaHUu NMbo O0e3 3arpy3ku, NnMbo ¢ NCnonb3o-
BAHWMEM COOTBETCTBYIOLLUMX UCMbITATENbHbLIX MaTepuanoB ANA AEMOHCTpaLUnn crnocodbHocTn odopyaoBaHUA
obecrneynBaTb UCMOMHEHNE paHee onpeaeneHHoro crepunu3aLlMoHHOro npouecca (cm. pasaen 8).

ATTectayua akcnnyatupyemoro obopyaosaHua (PQ) — aro atan sanuagauymun, UCNOMb3YIOLWLUA MPOAYKT
ONAa AeMOHCTpaLnn Toro, Yto ooopygoBaHne padboraet B COOTBETCTBUU C YCTAHOBMEHHbIMU KPUTEPUAMUN U UTO
npouecc BblAAET NMPOAYKT, CTEPUINbHBLIA U OTBEYalOLLUKA crneunuunupoBaHHbIM TPEOOBAHUAM.

9.2 AtTecTauma moHTaxa (I1Q)

9.2.1 ObopyaoBaHue

9.2.1.1 ObopynoBaHune, NCNonNbL3yemoe B CTEPUNU3ALMOHHOM NpoLecce, BKMOYaa nodble BCMNOMOra-
T€NbHbIE YCTPOUCTBA, AOIMKHO ObITb cCneLndmULMPOBAaHO.

9.2.1.2 CrepunusaunmoHHoe obopygoBaHne AOIMKHO yaoBReTBopATh TpebosaHnam M3K 61010-2-040.
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9.2.1.3 Pabouune npoueaypbl Ana o060pyaoBaHUA A0MMKHbI ObITb cneunduumnpoBaHbl. ITU paboyne npo-
Leaypbl A0IHKHbI BKIOYaTb (HO HE OrPaHNYMBATLCH)!
a) noLlaroBble padbovne NHCTPYKLUUMN;

D) ycnoBusa BOSHUKHOBEHUS OLLMOOK, cCnoCcoObl X OTODPaXKeEHUSA N AEUCTBUA, KOTOPbIE AOIMKHbI ObITb MPW
9TOM BbIMOJTHEHbI;

C) MHCTPYKUUU AN 06CnyXMBaHNSA U KannbpoBKK;

d) noaApPOOHYIO KOHTAKTHYIO MHPOPMALIMIO MO TEXHUYECKOW NoAaEPXKKE.
9.2.2 YcTaHOBKA (MOHTaX)

9.2.2.1 MecTto, rage dyaer ycraHoBnNeHoO obopyaoBaHue, BKMO4aa BCce TpeboBaHUSA K NUTAIOLWLUM Cpe-

aam, AOIMKHO ObIThb cneunduumnpoBaHo. J1tobble cneunanbHble YCrOBUA U NPEAOCTOPOXKHOCTU AOMMKHbI ObITh
onpeaeneHbl (Hanpumep, ycTponcrea 6e3o0nacHoCTn).

9.2.2.2 [lomkHa ObITb B HANMMYNN MHCTPYKLIMA NO YCTAHOBKE, BKMoYatoLLlaa B ceba MHCTPYKLIMKU NO OXpa-
He 300POBbA U TEXHUKE De3onacHOCTU ANA NnepcoHana.

9.2.2.3 Ecnu npumeHnmo, AomkHbl ObITb yKa3aHbl yCNnoBua 0e30nacHOro XxpaHeHns CTepunmu3yioLLero
areHTa npu coxpaHeHUn ero Ka4ecrea U cocraBa cornacHo cneuudukalunn.
9.2.2.4 llepen BbINONHEHUEM aTTECTALUMN MOHTaXa (IQ) HeoOXx0aANMMO NOATBEPAUTL CTATYC KanMOPOBKY

BCEX NMPUOOPOB (BKIMIOYAA KOHTPONbHbIE NPUOOPLI), UCMONb3YEMbIX AT MOHUTOPUHIA, KOHTPONSA, UHAUKALNK
1 3anmcu (cMm. 4.3.3).

9.2.2.5 JJomKHO ObITb nNPOAEMOHCTPUPOBAHO, 4YTO O0OOpyaAOBaHWE, pa3nuUyHble BCMNOMOraTrenbHbIe
YCTPOUCTBA U YCTPONCTBA XPaHEHUS NMOCIe YCTaHOBKKU paboTaloT B COOTBETCTBUUN C HA3HAYEHUNEM.

9.3 ATtTecTtauusa 3kcnnyartauum (OQ)

9.3.1 llepen BbINONMHEHUEM ATTECTALIMKN SKCNNyaTauun J0MmKeH ObITb NOATBEPXKAEH CTATYC KAanndpoBKU
BCEro MHCTPYMEHTA (BKIMOYasa BCE KOHTPOMbHbIE NMPUOOPLI), UCMONb3YEMOro ANA MOHUTOPUHIA, KOHTPONA,
MHAUKaUUKN U 3annucu (CMm. 4.3.3).

9.3.2 Attectauuna akcnnyartauuu (OQ) aomkHa npogeMOHCTPUPOBaTb, UTO YCTAHOBIEHHOE 000pya0-

BaHME CNOCOOHO BbLIMNOMHATL cneunuumMpoBaHHbiK npouecc (cm 8.11) B npeaenax onpeaeneHHbIX ANa HEro
OMNYCKOB.

9.4 ATtTecTauua 3kcnnyaTrupyemoro obopyaosaHusa (PQ)

9.4.1 [na npubopoB, UCMONb3yEMbIX MPU BbIMONMHEHUN aTTECTALMK SKCNNnyaTtupyemMoro odbopyaoBaHus
(PQ), AOMKHbI ObITb NOMHOCTbIO BbIMOMHEHbI KANUMOPOBOYHbLIE AeUCTBUA (CM. 4.3.3).

9.4.2 Cnocob noaroToBKM NPOAYKTA K CTEpUNM3aLMn, BKIOYAS OPUEHTAUUIO NPOoAYKTA, AOIMKEH ObITb
yKa3aH.

9.4.3 TpoaykT, ncrnonb3yembin NMpu BbINONMHEHUN aTTeCcTaunn 3Kcnnyatupyemoro obopyaosaHuna (PQ),
OOMMKEH ObITb YNakoBaH UAEHTUYHO yNakoBKE NPU PYTUHHOW CTEpPUNU3aLun.

9.4.4 [omKHbl ObITb NONMy4YeEHbl AAHHbIE, AEMOHCTPUPYIOLLINE OOCTUXKEHUE BO BCEWN CTEPUINMU3ALIMOHHOWN
3arpyske onpeaeneHHbiX Puanyecknx n/mnn xmMmnyecknx ycnoBun B npegenax sagaHHbixX AN HUX J0MYCKOB.
B3auMoOCBA3KM MeXOy YyCNOBUAMMWU, MPUCYTCTBYIOLLMMU B TOYKAX, PYTUHHO UCMNONbL3yEMbIX ANA MOHUTOPUHTra
npouecca crepunu3aunun, A0mKHbl ObITb onpeaeneHbl U onucaHbl (YCTAHOBIEHbI). JTO AOCTUraeTca NyTeM
onpeaeneHna JoCTMXKeHNA cneundnumMpoBaHHbIX YCNOBUN B 3apaHee onpeaeneHHbIX To4YKax BO BCEM 00be-
Me CTEPUNN3ALUOHHON 3arpy3Ku.

9.4.5 Mukpoobunonornyeckmne nccneagoBaHus, BbINONHAEMbIE B X0 € aTTecTauumn aKkcninyaTupyemMoro o0o-
PyaOBaHUA, AOIMKHbI BKNOYaTh B CEDA nogadvy CTEPUNUIYIOLLErO areHTa nNpu Taknx ycrnoBuax, YToObl CTENEHL
ero BO3gencTBus Obina rnoHmMXxXeHa no OTHOLLEHUIO K TAKOBOW B CTEPUNN3ALMOHHOM MNpouecce. JKCTpanonsa-
LU0 pe3ynbratoB TAKOU NMOHUMMXEHHOW CTEMNEHW BO3AEUCTBUSA CneayeT Mcnonb3oBaTb ANA MPOrHO3UPOBaHUSA
TOro, YTO NMPW BbIMNOMTHEHNM CaAMOro CTEPUNN3aLMOHHOro npouecca oyayt AOCTUTHYTbLI CrieynpuLUmnpoBaHHbIE
TpeboBaHUA K CTEPUNLHOCTU. [1oaxoabl K onpeaeneHnto npouecca, onncaHHbie B npunoxkeHnax B, C u D, Tak-
XK€ MOTyT ObITb MPUMEHNMbI NPU BbIMONMHEHNUN MUKPODMONMOrMYEeCKUX uccneaoBaHMn B Xoae artecrauum.

9.4.6 buonornyeckne nHANKaATOPLI, UCMOMb3yeMble B TE4EHNE MUKPOOUONOrM4ecKkon artrectaumnm JKC-
nnoyaTupyemoro ooopyaoBaHus, A0SXKHbI COOTBETCTBOBAThL TpeboBaHuAM 8.3.

9.4.7 Ecnu npoBepKy CTEpUnNbHOCTU BbIMOMHAKOT HA NpoAyKTe, 0OpaboTaHHOM B YCNOBUAX, ONUCAHHbIX
B 9.4.5, TO TaAKyl0 NPOBEPKY CrneayeT BbINOMHATL cornacHo TpeboBaHuam NCO 11737-2.

9.4.8 Ecnu B xoae aTtTecTtauumn aKkennyaTupyemoro ooopyaoBaH1Usa UCMOMb3yOTCH XUMUYECKUE NHAUKA-
TOPbI, OHW AO0IMKHbI COOTBETCTBOBATL TpeboBaHuAM 8.4.
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9.4.9 Ecnu B Xxoae arrecrauuun akcnnyatupyemMmoro ooopyaoBaHuUa MCNONb3YIOTCA YCTPOUCTBA AN UC-
nbiTaHna npouecca (PCD), oHM AOMKHbI COOTBETCTBOBATL TpeboBaHnAM 8.6.

9.4.10 ATtecraumusda skcnnyatupyemoro obopyaosaHua (PQ) gomxkHa BKmo4vaTb B CE0A ceputo N3 MUHMK-
MYM TPEX NocneaoBaTenbHbIX Yaa4HbIX CTEPUNNU3ALMOHHBLIX MPOLUECCOB, BbINMONMHEHHbIX HA NPOAYKTE B Npee-
nax onpeaeneHHbIX A0NyCKOB, ANA AE€MOHCTpaLnK BOCNPOU3BOAMMOCTU npouecca. PesynbraTthl atTectauun
akcnnyaTupyemoro ooopyagoBaHus, Bbixogdawme 3a npeaenbl yCTaHOBMEHHbIX AOMNYCKOB, AOMMKHbI ObIThb pac-
CrneaoBaHbl, U MO pesynbrataM AOMMKHbI ObITb ONpPeaeneHbl U BbIMOMHEHbI KOPPEKTUPYIOLLME AEUCTBUA Nepe
HOBOW CEPUEN NpoLeayp CTEPUNU3aLmnn.

[lormkHa ObITb BbINOMIHEHA NOCNEA0BATENbHOCTbL U3 TPEX yAadHbIX NMPOLIECCOB CTeEpunmu3auun, €cnu
TONbKO BbIXOAbl 3a NpeAenbl yKa3daHHbIX AOMNYCKOB HE DyAyT ABAATLCA CNeACTBUEM BO3AEUCTBUA (PAKTOPOB,
He BNUAOLWLNX HA 3PMEKTUBHOCTL BANUAMPYEMOro npouecca. Takme dakTopbl AOMKHbI ObITb AOKYMEHTUPO-
BaHbl KAK HE UMEIOLLIME OTHOLLUEHUSA K KAYECTBY BbINMONHEHUA NpoLecca.

[Tpumep — Takumu chakmopamu moaym Obimb, Hanpumep: cOou nodayu sstleKmpos3Hepauu, HeHadslexaulee
mexHu4yeckoe obcnyxueaHue unu co6ou eHeuwlHel MOHUMOPUH2080U cucmeMbl.

9.4.11 YpoBHM NtOObIX NPOLIECCHLIX OCTATKOB MOCHE 3KCMNOHUPOBAHUA HA BEPXHEW rpaHuLe Aonycka
MPOLUECCHbIX NMapaMeTpPoB AOMKHbl ObITb HWXKE cneunduumpoBaHHbIX NpeaenoB, NAEHTUMPULUNPOBAHHbLIX B
X0[€ aHanu3a puckoB Ana 340poBbs (CM. 8.8).

9.4.12 [omkHO ObITb NOATBEPXKAEHO, YTO NPOAYKT OTBEYaET CBOEN cneundukaumm no 6€30nacHoCTu,
KayecTtsy U paboToCnOCOOHOCTU MNOcne NPUMEHEHUA ONpPeaAEneHHOro CTepunuM3auMoHHOro npouecca npu
BEPXHUX rpaHnuax 4onyckoB napamMmeTpoB npoLecca.

[TpuMeyvyaHKne — [n4a BLINONHEHUA 3TOro TpedoBaHUA MOXET ObITb UCNONb30BaHa UHdopMaLnsa, codbpaHHaa B
COOTBETCTBUU C 8.9

9.5 AHanu3 un yTBepXxaeHue pe3yrbraToB Banuaauuu

9.5.1 Uenb 3Tnx 4eNcTBnun — npoaHanu3npoBaTb U JOKYMEHTUPOBATbL pe3ynbrarbl 0030pa AaHHbIX, MO-
Ny4YeHHbIX B X04€ Banuaauuu, And nogTBepXaeHua npuemMnemMocTuy npolecca CTepunusaumm n yTBepxxaeHus
cneundoukaumm ctepmunm3aLmoHHOro npotecca.

9.5.2 lHopmMmauna, cobpaHHaa nnu nonydvyeHHaa B pesynbrate arrectrauun 1Q, OQ v PQ, aomkHa
ObITb 3anucaHa u npoBepeHa Ha npuemnemocTtb (CM. 4.1.2). Pedynbrarbl OLUEHKU AOMKHbI ObITb 3anucaHbl
(cMm. 4.1.2).

9.5.3 lNMonHaga cneundukauma npouecca, BKNoYasa napameTpbl npouecca u Ux Aonycku, A0mKHa ObITb
NPOBEPEHA U YTBEPXKAEHA. ITA cneundukaumna Takke AormKHa BKNoYaTh B ceba Kputepun anga paspadboTku
MHANBUAYANbHbLIX CTEPUNU3ALIMOHHbLIX NMPOLIECCOB, NCNOMb3yEMbIX ANA cneundnvecknx ctepunnu3aynoHHbIX
3arpy3ok Kak noaTBEPXKAEHHbLIX NMPOLUECCOB.

10 Tekywme MOHUTOPUHI U KOHTPOJIb

10.1 Llenb Tekywmx MOHUTOPUHIA U KOHTPONA — NPOAEMOHCTPUPOBATbL, YTO NPOAYKT Obln obpaboTaH
BanMAUPOBAaHHLIM U cneundPuuUMpoBaHHbIM CTEPUNU3ALIMOHHBIM NPOLIECCOM.

10.2 [JomkHbl ObITb B HANU4YMKU AoKasarenbCTBa, Nony4vYeHHbl€ ¢ NOMOLLLIO UBMEPEHUIN, NoAAEPKAHHbIX
npu HeobxoauMocTn duonornyeckumm nHgnkaropamm (cm. 10.5) unu xumuveckumm nHgunkatopamm (cm. 10.6),
NoKa3bIBAOLLNE, YTO CTEPUNMN3ALIMOHHBIA NPOLIECC OblN BbINMOMHEH B npeaenax onpeaeneHHbIX 40MyCKOB (CM.
TaKke 9.5.3).

10.3 [aHHble cnepyeTt 3anucbiBaTb ANA A€MOHCTpaUUKM HAX0XJeHUA napamMeTpoB npouecca B npeje-
nax onpeaeneHHbIX 4onycKOB.

10.4 Bce 3anucu cnepgyer coxpaHATb cornacHo tpedbosaHuam 4.1.2.

10.5 Ecnn B TekylMx MOHUTOPUHIE U KOHTPOMNE UCMONb3YITCA OMONOrnvyeckmue MHAUKaTopbl, TO OHWU
IOMMKHbI COOTBETCTBOBATL TpeboBaHuAM 8.3, nepeyncrneHus a) un b).

10.6 Ecnu B TEKYLLIMX MOHUTOPUHIE N KOHTPONE UCNONb3YIOTCA XUMUYECKME UHANKATOPLI, TO OHU JOJK-
Hbl COOTBETCTBOBATbL TpeboBaHusam 8.4.

10.7 Ecnn B TEKYLLUIMX MOHUTOPUHIE U KOHTPONE UCNONb3YIOTCA YCTPOUCTBA ANA UCMbITAHUA npouecca
(PCD), TO OHM AOMKHbI COOTBETCTBOBATL TpeboBaHUAM 8.6.
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11 BbinycK NnpoaykTa nocne crepunmu3auun

11.1 Tpoueaypa BbiNycka npoaykra nocre crepunu3auum AormkHa ObiTb yKaszaHa. 3T1a npoueaypa
IoImKHa ObITb onpeaerneHa no Kkputepuam (cMm. 9.5.3), o0003Ha4aoLWmMM CTEPUNU3aLMOHHbIN NPOLUECC KaK CO-
OTBETCTBYIOLLUMN crieundpukaumnn.

11.2 TlapameTpuyecKkn BbINMyCK MOXET ObITb MCMNOMb30BaH, €CNN BCE NapaMeTpbl NpoLecca yKasaHhl,
KOHTPONUPYIOTCA U OTCNEXMBAIOTCA HaANpPAMylo. 3anucu napamMmeTpoB npouecca AOMmKHbl ObITb COXPaHEHDI
(CM. 4.1.2).

11.3 Ecnn ang MOHUTOPWUHra CTEPUNM3aAUMOHHOIO NpoLecca UCMornb3yT OMONOrMYECKUE UIMU XUMMU-
yeckne nHagukartopnol (cMm. 10.5 n 10.6), pesynbrarbl 00pabOTKM 3TUX NHAUKATOPOB NPOLIECCOM AOSMKHbI ObITb
BKITIOUEHbI B KPUTEPUU BbIMyCKA NPOAYKTA NOCNE CTEpUNnU3aLun.

11.4 Ecnu kputepun, ykasaHHbie B 11.1, He gocruratoTcd, npoaykums AomkHa ObiTb paCCMOTPEHA Kak
HECOOTBETCTBYIOLLE 0OpaboTaHHAA B COOTBETCTBUU C JOKYMEHTUPOBAHHbLIMU npoueaypamu (cm. 4.4).

12 loppepxaHue achPpeKTUBHOCTU NpoLecca

12.1 Obuwue TpeboBaHUA

[MpoaomxutenbHaa aPPEKTUBHOCTb CUCTEMbBI ANA 0DecnevyeHns HY>XHOro COCTOSAHUA NMPOoAYKTa, NMpea-
CTaBNEHHOro Ha crepunu3auunto (cMm. 7.3), 4ormKHAa ObITb NPOAEMOHCTPUPOBAHA (CM. 7.4).

12.2 epekannbpoBKa

TOYHOCTb U HAAEXHOCTb U3MEPUTENBbHBLIX NPUOOPOB, UCNOMb3YEMbIX ANA KOHTPONA U MOHUTOPUHra CTE-
PUNMN3aLMOHHOIo npouecca, cneayer nepnoanyveckn noBepaTtb (CM. 4.3.3).

12.3 ObcnyxuBaHue obopyaoBaHUA

12.3.1 lpodunakrtnyeckoe odbcnyxmpaHue crneayet nnaHMpoBaThb U BbIMOMHATL COrMacHO yKa3aHHbIM B
IOKyMeHTauuu npouegypam. lNpoueaypbl Ana KaXKQ0oro 3annaHMpPoBaHHOIO BuAa obcny>kMBaHUs U 4actorta nx
BbINONTHEHUA AOIMKHbI ObITb YKa3aHbl. 3anncu 06 odbcny>xuBaHuu cneayer coxpaHAaTb (CMm. 4.1.2).

12.3.2 O0opyaoBaHUE HE crieayeT UCnonb3oBaTh AN o0padoTKku NnpoayKuuKu, noka He dyayT ycneLwiHo
BbIMOSTHEHbI U 3aMNMCaHbl B YY4ETHbIN XXYPHAar COOTBETCTBYIOLLUME pabOTbl NO 0OCNY>KUBAHUIO.

12.3.3 Cxema o0cnyxXuBaHusa, npoueaypbl o0OCNy>XMBaHUA U 3arnucu O npoBeAeHUN ODCINY>XMBaAHUS
OOIMKHbI PETYNAPHO nepecmMmartpuBaTbCa YNOMHOMOYEHHbIM NMUUOM. Pe3ynbrtaTtbl OCMOTPA CneayeTr 3anuchl-
BaTb (CM. 4.1.2).

12.4 llepeatTecTauun

12.4.1 [NepearTecTauunio cTepunn3aumMoHHOro npouecca And yctaHOBNEHHOU NPOoAYKUMN U yKa3aHHOTO
obopyagoBaHua cneayeTt NpoBOAUTL C ONpeaeneHHON NepnoanuYHOCTbIO. YPOBEHL BbINONMHEHUA NepeaTTecTa-
LMK AOIMKEH ObITb 0OOCHOBAHHbIM.

12.4.2 lpouenypbl nepearrectaummn A0mMKHbI ObITb YKa3aHbl U A0IMKHbI ObITb COXPaHeHbI (CM. 4.1.2).

12.4.3 [laHHble, Nony4vyeHHble B X04€e nepearrecraynu, A0MKHbI ObITb NEePECMOTPEHLI U CPaBHEHLI CO
cneundnunpoBaHHbIMU KPUTEPUAMKU NPUEMITEMOCTU B COOTBETCTBUN C AOKYMEHTUPOBAHHLIMU NpoLeaypaMu.
3anncu 0 Takux nepecmMoTpax nepearrecraunmn AomKkHbl ObiTb coxpaHeHbl (CM. 4.1.2) BMecTe ¢ 3anmMcamim o
cAEnaHHbIX KOPPEKUUAX N KOPPEKTUPYIOLLUX AEUCTBUAX, BbIMOMHEHHLIX B cnyyaax, kKorga cneumduumMpoBaH-
Hbl€ KPUTEPUN NMPUEMITEMOCTU HE ObINMN AOCTUTHYTLI (CM. 4.4).

12.5 OueHkKka U3MeHeHUn

12.5.1 J1toOble U3MEHEHUA B cTEPUNN3aLIMOHHOM 0DOpPYA0BaAHUU, KOTOPbLIE HEMOCPEACTBEHHO MOTYT MO-
BIMUATb HA CTEPUNN3ALMNOHHBLIW MPOLECC, AOIMKHbI ObITb OLIEHEHbI. ECNKM NpU3HAETCA, YTO USMEHEHUE MOXKET
NOBNUATb HA 3PPEKTUBHOCTb CTEPUNNU3ALUMOHHOIO npouecca, cneayeTr NoBTOPUTL YacTU atTectaunum MOHTa-
*a (1Q), arrectauun akennyartauum (OQ), arrectaunm akcnnyatupyemoro obopygosaHusa (PQ) (cm. pasgen 9).

Pe3ynbraTbl OLEHKU, BKITIOYas 000CHOBAHUE NPUHATUA PELUEHNA, AO0IMKHbI ObITb 3anucaHsl (cm. 4.1.2).

12.5.2 JlioOble n3amMeHeHnsa B NpoayKLMK, €€ ynakoBKe, NOANOTOBKE K CTEpUnu3aumnmn 40mKHbl ObiTb OLE-
HEHbI C TOYKU 3PEHNA UX BIIMAHUA HA CTEPUNU3ALNOHHbLIN npouecc. JomKHbl ObiTb BbINOMTHEHBLI OCHOBbIBAIO-
LLINEeCA Ha Npupoae yKkasaHHbIX U3MEHEHNIN YaCTu onpeaeneHna npouecca (cMm. pasagen 8) u/unm PQ (cm. 9.4).
Pe3ynbTaTbl OLUEHKU, BKINIOYasd 000CHOBAHUE NPUHATLIX PELLUEHUN, AOIMKHbI ObITb 3anucaHbl (CM. 4.1.2).
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[OCT P NCO 14937—2012

[MpunoxeHue A
(0bA3aTenbHoOE)

PaKTopbl, YYUTbIBAEMbIE NMPU BbIOOPE MUKPOOPraHU3MoB ONA AeMOHCTPaALUN MUKPOOOLUMOHON
3 PeKTUBHOCTI

A.1 Obwme nonoxeHus

3TO NpuUnoxeHue npegcrasndaeT akTopbl, paccMaTpuBaeMble NPU BbIOOpE MUKPOOPraHU3MOB, UCMNOMb3yeMbIX A4
0EMOHCTpaUMK MUKpoboUnaHOW S PEKTUBHOCTU CTEPpUNU3yroLero areHTa. B Tabnuue A.1 npuBefeHbl NPUMEPLI MUKPO-
OPraHU3MoB, KOTOPLIE MOMYT ObITb MCNOMNB30BaHbl B TakKUX nccrnegoBaHuax. Tabnuua A.1 He aBNSeTca ncyepnbiBatoLLen,
M ANA HOBLIX CTEPUITU3ALMOHHBLIX MPOLECCOB HE CrneayeT npegnonaraTtb, YTO MUKPOOPraHU3aMbl, NepevncrieHHble B Tabnm-
ue A.1, oyayT Hanbonee pe3nCTUBHLIMW.

A.2 NpeHTudomnkauma KOHTPOJIbHbIX MUKPOOPraHU3MoOB

[laHHblE, NONyYeHHbIe NPU AEeMOHCTPaUnn MUKpoboLnaAHON 3dhdEKTUBHOCTH, AOIMKHbBI AEHTUDULNPOBaTL MOAXO-
NALLNA KOHTPOMNBHbIA MUKPOOPraHn3M ANA UCMOMNb30BaHWs B Ka4eCTBe NpecTaBUTENbBHOM MO ENN BBICOKOK CONPOTUBIA-
eMOCTU BO BPEMSA XapaKrepun3alum cTepPUM3aLMOHHOIo areHTa u, ecnu NPMMEHNMO, B UCCreaoBaHUsAX ANs onpeaeneHuns
npouecca.

[MTpumeyvyaHne — B obuwem crnyyae BbibupatoT bakrepuanbHble Cnopbi.

A.3 Bblbop MUKpPOOPraHU3MOB

[Tpn BEIOOPE MUKPOOPraHWM3MOB, UCMONMb3YEMbLIX ANA AEMOHCTpaunun MUKPOOOUNMAHON SP(PEKTUBHOCTU CTEPUNK-
3YHOLLEero areHTa, cneayer paccMaTpuBaTth creayroLlee:

a) MUKpOOpraHnambl ¢ U3BECTHOU BLICOKOU CONPOTUBNAEMOCTLIO CTEPUNMUIYIOLLLEMY areHTY UK ¢ OXKMAaeMOW Bhl-
COKOW COMPOTUBNAEMOCTbLIO COrMacHO MHPOPMaLNUN U3 HayYHOU NUTepaTypbl UK U3 3HAHUA cnocodba AeUCTBUA CTEPU-
NTU3YHIOLLIEro areHTa;

D) MUKpPOOpPraHuamMbl C W3BECTHOW COMPOTUBMAEMOCTBH XOPOLWIO XapaKTepPU3OBaHHOMY CTEPUNTU3ALUOHHOMY
npoueccy;

C) TUNbl MUKPOOPraHNU3MoB (aspoOHble U aHaspPOOHbLIE, rPaMNONOXUTENBHBIE U rpaMoTpuLaTeNnbHble DakTepuu,
OaKkTepuanbHble cnopbl, MUKODaKTEPUK, rPUOLI, BKIOYaA CNOPOBLIE POPMbI, APOXOKU, NapasuTbl U BUPYChI);

d) MUKpoOpraHuambl, NPUCYTCTBYIOLLME Ha MaTepuanax KOHCTPYKUMU NPOAYKTa U B OKpyKalkoLleWn cpefe, B KOTOPOU
MaroTaBnMBaeTCcA NPOAVYKT;

€) MUKPOOPraHu3Mbl, KOTOpbIE ObINK Bbi4ENEHLI BO BpeMa nNpouecca onpeaeneHna OUoHarpy3sku, BeINONTHEHHOMO Ha
TUNOBOM NPOAYKTE, noagnexawlem obpadboTke, U, ecnin NPUMEHUMO, MUKPOOPraHU3Mbl, NPUCYTCTBUE KOTOPLIX BEPOATHO Ha
MeaUUNHCKUX U3gennax MHOMOKpaTHOro NpuMeHeHUs B pesynsraTe UX npeaBapuUTenbHOro UCNonb3oBaHUA Ha NauueHTe.
BblOpaHHble MUKPOOPraHuamel U 0OOCHOBaHWE UX BbIDOpa AOMXKHBlI ObITh 3annucaHbl (CM. 4.1.2). 3T MUKpOOopra-
HWU3Mbl MOTYT ObITb 0003HaYeHbl CChINKOW Ha NPU3HAHHYH KOMMNEKUWIo KynbsTyp UK ¢ NOMOLLBLK MHOMO MAEHTUMUKATOPA,
NO3BONAKLLEro NpocnegnuTe NCTOUHUK.

[TpumMmevyaHne 1 — VMHPpopMaUumna B OTHOLLEHUN MUKPOOPraHU3MoOB, nNpueedeHHaa B A.3, nepeducrieHme b),
0OMKHa obecneynBaTb CpaBHEHUE C APYrMMU CTEPUNN3ALMOHHBIMU NpoLEeccaMn U rapaHTUpoBaTh, YTO B UCCIeoBaHNUSA
BKIMHOYEHbI XOPOLLO XapakTepusoBaHHbIE MUKPOOPraHU3Mbl.

[TpumevyaHune 2 — VMHaktuBauua BupycoB W/Unu napasntos [(cM. A.3, nepedncneHune c)| asndaertca npeaMeToMm
0COOO0ro paccMOTPEHUSA B Npoueccax, UCNOMNb3yeMbIX ANA CTEPUNU3aUNKM NPOAYKTOB, cogepKalluux MaTepuanbl XKXUBOT-
HOro npoucxoxaeHua (cM. Takke NCO 22442-3), TaK Xe, Kak U B npoueccax Ana NoBTOPHOW oOpaboTKN MeaULUNHCKUX
U3gennun B yupexaeHuax 3gpaBooxpaHeHns.

[TpumevyaHune 3 — [pn paccMOTpEHUN MHPOPMaLWKU, NMONYYEHHON B OTHOLUEHWUN MUKPOOPraHUuamMoB no A.3,
nepeyncneHne ), crneqyet oTMETUTL, YTO CONPOTUBNAEMOCTb OpraHn3mMa, U30nNMpPOBaHHOIO OT NPOAYKTA, MOXET ObIThb
M3MEHEHA 3a CYET peKynsTUBaLuu.

Tabnuua A.1— MpuMepbl BO3MOXHbIX UCMNBbITATENBHBIX MUKPOOPraHU3MOB

baKTepuarnbHble Cropbl Bacillus atrophaeus, Geobacillus stearothermophilus, Clostridium sporogenes
BeretatuBHble DakTepuu Staphylococcus aureus, Salmonella choleraesuis, Pseudomonas aeruginosa
[pnOLI Trichophyton mentagrophytes (conidia), Candida spp.

MukobakTepumn Mycobacterium terrae

HennnuaHble BUpyCHI Hepatitis A, Parvovirus, Poliovirus type 1 (attenuated)

JlnnnaHble BUpycChHI Herpes simplex

[TapasnTol Cryptosporidium parvum

TpumedaHune 1 — [JaHHaa Tabnuua He aABnseTcA BCceoObeMMNIOLLMM CMTMCKOM MUKPOOPraHU3MOB, NOAeXa-
LLMX OLIEHKEe, U He paccyuTaHa Ha oxXBaT Bcex (hakTopoB, OnpeferieHHbIX Bhille ANSA OTAeNbHbIX CTEPUNN3aLMOHHbIX
npoueccoB. [JaHHasn Tabnuua aBnseTcs Nulb MHHOOPMaLMOHHOMN.

[MTpuMedaHune 2— BupycHas KynbsTypa MOXET UCMONb30BaThb JTI0OYH NOAXOASLLYIO KITETOUYHYIO JIMHUID, KOTO-
pas npocnexmnsaemMa n Ans KOTOPOA U3BECTHO YNCINO NPOXOA 0B.
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[OCT P NCO 14937—2012

[TpunoxeHue B
(ob6A3aTenbHoOE)

[Moaxon 1. OnpeaeneHue npouecca, basupyroLweroca Ha UHakKTUBaLMM MUMKPOOHOU NONynNALUN
B €e eCTeCTBEHHOM COCTOAHUMN
B.1 O6wue nonoxeHus

MeToabl, onucaHHble B MCO 11137-2, aBNAKOTCA NpUMepamMmn TOro, Kak onpegeneHne npouecca MOXET ObITb NOMy-
YeHO, OCHOBbLIBAACH Ha MHaAKTUBaLMN MUKPOOHOW NoNynaunm B €e eCTECTBEHHOM COCTOAHUM.

B.2 Bbibop npoaykra

[TpoayKT, BEIOpaHHBIN ANS uccneqoBaHnsa Nnpu onpegeneHun npouecca, AoMKeH ObiTb TUNUYHBIM NPeacTaBUTENEM
PYTUHHOW NPoayKUUU.

B.3 lpouenypbl

B.3.1 logBepratoT NpoAYyKT BO3LEUCTBUIO CTEPUNMNIYIOLLLENO areHTa ¢ 3apaHee 3ajgaHHbIMU yBeNMMYeHUAMU Npeano-
flaraemoro npouecca ctepunusaumn. YctaHaBnmBarT TpebyeMble TOUYHOCTb W MOrPELUHOCTL YBENMUYEHUIW, KOHTPOMUPYIOT
M OTCNEXUBAKT Nofavy CTEPUNUIYIOLLEND areHTa, YToObl OCTaBaThCA B 3aaHHbLIX npefenax.

3.3.2 [locne BO3geUCTBUA CTEPUNUIYIOLLENO areHTa BbINONMHAKT UHAUBUAYAINBHYH NPOBEPKY CTEPUITBHOCTU NPO-
NYKTOB B COOTBETCTBUU ¢ TpeboBaHuamm NCO 11737-2.

B.3.3 [na onpegeneHna ctepunnsalMoHHOro npouecca UCNoNb3yKT 3HaHUA O B3aUMOCBA3U Mexay AONen npo-

AYKUWW, He MoKa3aBLUeN pocTa NpU NPOBEPKE CTEPUNBHOCTU, U CTENEHLIO BO34ENCTBUA CTEPUNUIYIOLLIENO areHTa.

B.4 lopgpepxaHue achbdpeKTUBHOCTU Npouecca

[ToaTBepXAaroT HENPEPLIBHYH NPUTrO4HOCTEL CTEPUNU3ALMOHHOIO Npouecca Yepes onpegeneHHble MHTepBanbl Bpe-
MEHU, NCNONb3yA NPOAYKT, ABNAKLWNACA TUNUYHBLIM NpeacTaBUTENEM PYTUHHOIO NpousBoacTBa (cM. 12.4).
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[OCT P NCO 14937—2012

[MpunoxeHue C
(0bA3aTenbHoOE)

[Moaxon 2. OnpeneneHue npouecca, basupyrouweroca Ha UHakKTUBaLUnU TeCT-MUKPOOPraHu3MoOB
N 3HAHUU OMOHArpy3Ku

C.1 Obwaa nHcdopmauua

STOT noaxoa Obin HasBaH «k KOMOUHUPOBAHHBIM METOAOM DUONOrMYecKoro MHANKaTopa/OMoHarpy3kn». PykoBoaCTBO
No Ucnonb3oBaHUo gaHHoro Mmetoga cogepxuntca B MCO 14161.

C.2 lNpoueaypa

C.2.1 YcTaHaBnuBarT TOUKY (TOYKKW) NPOAYKTA, B KOTOPOW AOCTUXEHNE CTEPUNBHOCTU Hanbonee 3aTpyaHEHO.

C.2.2 Co3paloT HarpysKky Ana ctepununsalMoHHoOro npouecca, cogepatlyro MU3BECTHOE YNCIO MUKPOOPraHNU3MOB C
M3BECTHOW CONPOTUBNAEMOCTLIO CTEPUMUIYIOLLIEMY areHTy, C NOMOLLLIO OAHOMo U3 crneayroLnx Nogxoa0B:

a) pasmelleHne OMOMNOrMYecKUX WHAUKATOPOB B MPOAYKTE B MecTax, rge Haubonee CNOXHO AOCTUYL
CTEPUNBHOCTH;

D) MHOKYNAUNA KOHTPOMNbHLIMKW MWKPOOPraHMaMaMu TeX MeCT B NPOAYKTe, rae Haumbonee CroXHO AOCTUYb
CTEPUNBHOCTH.

C.2.3 YNaKoBbIBAKT HarpysKy TeM e cnocoOOM, YTO U PYTUHHO MPOU3BOAUMBINA MPOAYKT, U BKNOYAKT €€ B CTEPU-
NMU3aUNOHHYIO 3arpyasKy.

C.2.4 ObpabaTtbiBaloT CTEPUNU3ALMOHHYIO 3arpy3Ky CTEPUNUIYIOLWUM areHTOM NMpKu ycnoBUAX, BbIOpaHHbIX 4N NO-
NYYEHUA MEHbLUEN NETANBHOCTU, YEM B PYTUHHO UCNOMBb3YEMBLIX YCNOBUAX, YTOOLI ObINTN MHAKTUBUPOBAHLI HE BCE KOH-
TPONbHbIE MUKPOOPraHNU3MbiI.

C.2.5 Ecnu ctepunnsayMoHHbIN npoLecc BKOYaEeT B ceba oOpaboTKy XUMUYECKUM areHToOM, 00eCcneymnBatoT, YTO-
Obl ero mukpodoumaHoe n/Mnn MnKkpobocTaTudeckoe gencteme ObINO Hagnexalmm obpasoM HENTPanM3oBaHO A0 MNOA-
cYyeTa Yncna BbIKUBLLMX MUKPOOPraHU3MOB.

[TpumevyaHune — CM. NCO 11138-1, npunoxeHue B, ana nHpopmaunmn o Metogax onpegeneHnsa npekpalleHuns
pocTa.

C.2.6 OnpeaenaroT YNCNO BbIXKUBLLUMX MUKPOOPraHU3MoB NUOO NpAMbIM NoACHETOM, MO0 C NPUMEHEHNEM TEXHUKA
OLUEeHKM Hanbonee BEPOATHONO KONMMYeCTBa.

C.2.7 BbMUCNAKT CcTeNeHb NHAaKTUBaLUUN KOHTPOMbHBIX MUKPOOPraHU3MOB.

C.2.8 3Hasa OnoHarpysKky (yCTaHOBMEHHYH B COOTBETCTBUM C 7.4) U CTeNeHb UHaKTUBaALMKU KOHTPOMBHBIX MUKPO-

OpraHU3MoB, ONpPeAenstoT cTeneHb 00paboTKu, HeobxoauMyto ANst AOCTUMXKEHMS crneunduuMpoBaHHbIX TpeboBaHUA K
CTEPUNBHOCTH.
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[OCT P NCO 14937—2012

[MTpunoxeHue D
(ob6A3aTenbHoOE)

[Toaxon 3. KOHCepBaTUBHOE onpederneHue npouecca, OCHOBaAaHHOINo Ha UHaAKTUBaLUN
TeCT-MUKPOOPraHM3mMoB

D.1 O6waa nHpopmaumua

STOT NoAX04 K onpefeneHuio npouecca WUPOKO NPUMEHANCA OCODEHHO B yYpeXaAeHUAX 34paBoOXpaHeHUs AnA
MHOroKpaTHO 0bpabaTbiBaeMblX U3genuin. ATtectaymna cTepUnn3aLMoHHOro npolecca ANd Taknx NPoAyKTOB UCMNONb3yeT
104X04, OTNUYakoLWMCa OT noaxoda, noagxoaaLwlero Ana snepsole obpadaTbiBaeMoro npoaykra. 31o crnegcrBmue Toro, YTo
Harpysky Ha CTepUNU3aLUNOHHBIA NpoLIecc B STOM clydae onpeaennTb CNoXHee U npouecchl npeaBapuTensHONn 0bpaboT-
KU, TaKne Kak OMUCTKa, cnoXxHee BanuanupoBaTb U KOHTponupoBaTth (CM. 7.3 U 7.4). [10 3TOW NpUYnHe CTEPUNU3ALUNOHHLIE
poUecchl, NPUMEHAEMbBIE B STUX CNyYasax, 3a4acTyto Oonee KOHcepBaTUBHLIE U UCMOMB3YHOT CTENEHL 00PabOTKN, NPEBLI-
11aOLLYH CTENEHb, HEODXOAMMYIO ANA AOCTUXKEHMA cneynduUnpoBaHHbIX TpedoBaHUN K CTEPUNBHOCTU. OTOT Noaxo4 Obin
Ha3BaH «noaxoaom maccoBol rubenn» (overkill approach). PykoBogcTtso no sToMy mMetoay npueegeHo B MCO 14161.

D.2 lNpoueaypa

D.2.1 YcTaHaBnueatoT TOYKY (TOYKM) NPOAYKTa, B KOTOPOU(bIX) AOCTUXEHNE CTEPUITBHOCTU Hanbonee 3aTpyaHEHO.
D.2.2 Co3fatoT Harpysky Anga ctepunu3aulnoHHOro npouecca, cogepallyro N3BeCTHOE YNCIO MUKPOOPraHU3MoB C
M3BECTHOU COMNPOTUBNAEMOCTBIO CTEPUNU3YIOLLIEMY @reHTy, C MOMOLLBK O4HOIo U3 crnegyrLWmnX NoAX040B:
a) pasmelleHne ONONOrnvecKUx MHANKaTOPOB B NPOAYKTE B MeCTax, e Hanbdonee CnoXHoO 40CTUYb CTEPUINBHOCTMU;
D) MHOKYNAUMA KOHTPOMbHBIMU MUKPOOpraHuamMamMum TeX MeCT B MNpOoAyKTe, rae Haubdonee CMNOXHO AOCTUYb
CTEPUNTBEHOCTH.
D.2.3 YNakoBbIBatOT HArpy3Ky TEM Xxe cnocobOoM, YTO U PYTUHHO NPOU3BOANUMBIA NPOAYKT, U BKIHOYAKOT €€ B CTEPUK-
NMU3aLUNOHHYIO 3arpyskKy.
D.2.4 ObpabaTtbiBatoT CTEPUNUIALMOHHYIO 3arpy3ky CTEPUNU3YIOLLNM areHToOM NPW YCNoBUSAX, NpeiHasHa4YeHHbIX
ANA NONMy4YeHUa 3KCNo3nUUKU, NOHMXEHHOW NO CpaBHEHUIO C IKCMO3NLMEN NMpeanoflaraeMoro K UCNonb30BaHUIO CTEPUNU-
3aUMOHHOro nNpotecca.
D.2.5 OnpenensoT creneHb 06paboTkn, Heobxoaumyro Ana uHakTueauuu 108 MukpoopraHnamoB B BblBpaHHbLIX
MecCTax HarpysKku.

[TpuMedvyaHune — CyLLeCTBYET HECKOMBLKO NOAXOA0B ANA WAEHTUPUKaUNK cTENEHN BO3AENCTBUA, HEOOXO4MMON
nnsa nHaktueaummn 10° Mmukpoopranmamos. Hanpumep:

1) € Ha4yanbHOW Harpyakoi, paBHOW Unn npesbiwatollein 10° xU3HecnocoBHBIX MUKPOOPraHM3MOB, 3Ta CTeneHb
BO3AENCTBUA MOXET OblTb NAEHTUDPULMPOBaHa KOHCEPBATUBHO Kak oOpaboTKa, nocne KOTOPOW He BOCCTaHaBMNBAKTCH
HUKaKue BbKUBLLUE MUKPOOPraHU3Mbl;

2) ¢ HavanbHOW Harpyskol, npesbiwatowwei 10° xn3HecnocoBHbLIX MUKPOOPraHM3MOB, 3Ta CTENeHb BO34ENCTBUS
MOXET ObITb NAeHTUPULMPoBaHa Kak 0bpaboTKa, nocrne KOTOpoW HabngaeTca 6 log cokpalleHne Yncna Xn3Hecnocoob-
HbIX MUKPOOPraHU3MoB, UK

3) ¢ HayanbHON Harpy3kon, MeHblueid YeM 108 xM3HecnocoBHBIX MUKPOOPraHU3IMOB, 3Ta CTeneHb BO3AeilcTBUA
MOXET ObITb MAEHTUULUMPOBaHa NYyTEM 3KCTpanonaunm ot oopaboTKK, OT BO3AENCTBUA NOCNE KOTOPOW, HanpuMep, Ha-
ontopgaetca 4 log cokpalleHne Yyncna KNU3HecnoCOOHbIX MUKPOOPraHU3MOB.

D.2.6 Ecnu cTepunusalUMOHHbIA NpoLecc BKOYaeT B ceba BO3AENCTBUE XUMUYECKUM areHToM, obecnedvnBatoT,
YTOOLlI €ro MUKpodboumnagHoe W/unn MUKpodocTaTudeckoe AencTene ObINO Hagne)awwnm obpasomM HEWTpanu3oBaHoO A0
nogcyeTa Yyncna BbIKUBLUUX MUKPOOPraHU3MOB.

[TpumedyaHune — CMm. UCO 11138-1, npunoxeHue B, ana nHpopmMmaunn o MeTogax onpegeneHna npekpalleHns
pocTa.

D.2.7 T1OBTOPAIOT CO CBEXUMU Harpyskamum oOpaboTKy ¢ ypOBHEM, onpeaeneHHslM B B.2.5, Kak MUHUMYM AnNAa eLle
OBYX CITyJaes.

D.2.8 Ecnu nHaktusaumsa 10° xusHecnocobHbIX MUKPOOPraHU3MoB Bbira NogTBEpXeHa Nocre BhINOMHEHNUS Tpe-
boBaHua D.2.7, onpeaenatT cTteneHb 006padboTKM AN npouecca cTepunusaunn NnyTem sKcTpanonsaumm 4o pac4eTHOW Be-
DOATHOCTU BbbKUBaHMA 107° unn nyywen, NnpuHUMas BO BHUMaHUE NPUPOAY KUHETUKN UHAKTUBALMMU, Ha KOTOPYIO BNUSAET
CTEPUNUBYIOLLNIA areHT, N YNCNO U CONPOTUBMIAEMOCTE MUKPOOPraHM3MOB B OUONOrMYeCKOM UHAMKATOPE/MHOKYNUpOBaH-
HOM NMPOAYKTE.

MpnmevyaHune 1 — OT0T noaxon Hamboriee NoAxXoAWUT K CTEPUNU3YHOLLMM areHTaMm, AEMOHCTPUPYHOLLUM FK-
HEMHYIO MHaKTUBALMOHHYK KUHETUKY. B Takmx crnyyasix cteneHb oOpaboTkM MOXeT OblTb onpejerieHa KOHCepBaTUBHO
Kak yaBoeHHas cTeneHb 06paboTkn, onnucaHHas B D.2.6. [N cTepunuU3yoLLNX areHToB, He NoKasbiBatoLMX JIMHEAHOCTb
MHaKTMBALMNOHHON KNHETUKKN, NpUpoja MHAKTUBALMOHHON KUHETUKK JormKHa BbiTb UccneaoBaHa Ansa BblBeAeHUS B3auMO-
OTHOLLUEHUSA, U3 KOTOPOro MOXET ObITb CNPOrHO3MPOBaHO, YTO crielyduUmMpoBaHHas BEPOATHOCTb BEPKMBAEMOCTU MUKPO-
OpraHu3MoB He OyAeT NpeBblLLEeHa NPU NPUMEHEHUN NpoLiecca cTepunm3aLuu.

puMeyvyaHNe 2 — 3HaHNe NHAKTUBALUMOHHOW KMHETUKM MOXET ObITb MOMNYYEeHO cornacHo 5.3.1, nepevuncre-
HWUe b): npupoaa MHaKTUBALIMOHHON KWHETUKN MOXET ObITb NOABEPKEHA BIUAHUIO CaMOro NpoayKTa.

16



[OCT P NCO 14937—2012

[lpunoxeHue E
(cnpaBoYHoOE)

PykoBOACTBO NO NPUMEHEHUIO HACTOALLEro CTaHaapTa

[MTpumeyvyaHne — [AnNsa ynpoLleHNs CChINTOK HyMepaLnsa MyHKTOB STOM0 NPUIOXeHUs COOTBETCTBYET HyMepaLnu,
MCMOSIb30BaHHOM B OCHOBHOW YacTu cTaHaapTa.

E.1 ObnacTtb NpuUMeHeHUA

:'yKOBO,EI,CTBO, npnBognMoe B 3TOM MNMPUITOXKEHUN, HE ABJTASTCA KOHTPOJIBHBEIM CMMUCKOM 114 OUEHKU COOTBETCTBUA
Tp66OBaHMFIM HACTOALLEro CtaHjapTta. Care PYKOBOACTBO lNnpejHa3dHa4veHo AJ1d OKadaHUA NomMmoLllnn B JOCTUXKEHNU €4 NHOTIO
NOHUMaHUA n obecneveHns NCNoNHEHUS HaCTOALLEIo CTaHAdapTa NyTteM rnpejocraBJieHNA p83bFICH6HI/II.7I N NpejJ1oKeHUA
npunemMrieMblx MeTogoB AOCTUXEHWNA COOTBETCTBUA CI'IEL{MCDMLI,MpOBaHHbIM Tp66OBaHMFIM. B HeM NOAYEPKHYTBl Ba*xHble
dClMNeKTbl U rNMpunBeideHbl NpUMeEpPHLI. MOFyT OblTb UCNOSbL30OBaHbI MeTOAbl, OTIINMYaOLWKWEeCA OT NpUBE4EHHbBIX B PYKOBOACTBE,
NPU yCIioBUK, YTO NX UCMNOJ1IB30OBAHWE obecneymnBaeT AOCTUXEHWNE COOTBETCTBUA C TpGGOBaHMﬂMM HAaCTOALLUEIO CTaHAapTa.

E.2 HopMaTUBHbIE CCbIJTKW

TpEGOBaHMFI, npueeeHHble B 4 OKyMeHTal B Ka4YeCTBEe HOPMATUBHBIX CCbIJTOK, ABJITAKITCAH TpEGOBaHMFIMVI HaCTOA-
LLero CTaHdapTta TOJIBKO B TOW CTENEHMU, B KOTOpOI?I OHW LUNTUPYHKOTCA B OCHOBHOW YacTu HACTOALLEIO CTaHA4apTa, UinTarta
MOXET AaBaTb CCbIJIKY Ha CTaHAapT B LEJ1IOM UJn ObITh O'DEHM‘-IEHHOI?I onpegerneHHslMn pasgeiiaMmu.

E.3 TepMUHbI U onpegeneHus
HeT pekoMmeHaauUWn.

E.4 OnemMeHTbl CUCTEMbI yNpaBneHUA KayeCcTBOM

E.4.1 [JokymMeHTauua

TpeboBaHUA K KOHTPOM AOKYMEHTaUWKU N 3annucel 3noxeHsl B NyHKTax 4.2.3 n 4.2.4 NCO 13485.

B NCO 13485 TpedoBaHnA K AOKYMEHTALMN OTHOCATCA K BbIMYCKY U KOHTPOMNKO AOKYMEHTaUUn (BKNoYaa cneumdun-
Kalnn 1 npouenypbl) U 3anmceun.

E.4.2 OTBETCTBEHHOCTb PYKOBOACTBA
=.4.2.1 TpeboBaHMA K OTBETCTBEHHOCTM WU NMONHOMOYMAM chneunduunpoBaHsl B nogpasgene 5.5 NCO 13485, a
TpeOoBaHUA K YenoBevYeckuM pecypcaM — B nogpasgene 6.2 MCO 13485.

B MCO 13485 TpeboBaHMA K OTBETCTBEHHOCTU PYKOBOACTBA OTHOCATCA K 00A3aTeNnbcTBaM PYKOBOACTBA, (DOKYCHK-
POBAHWIO Ha NOTpedbuTene (3akasuumke), NONUTUKE B 0bNacTu KayecTBa, NNaHUPOBaHUID, OTBETCTBEHHOCTU, MOSTHOMOYNAM
M KOMMYHUKaUUAM, a TakKe K NepecMoTpy, OCyLLeCcTBNSAEMOMY PYKOBOACTBOM.

YpoBeHb KBanupunkaunn, TpeHnHra u onbita, HeOOXoAUMbLIN NepcoHany, OyaeT 3aBUCETL OT BbINOMHAEMbLIX UM AEN-
cTBUN. OCHOBHOE PYKOBOACTBO MO TPEHUHIY KaK YacTu BCEN CUCTEMbBI KOHTpONA kadvecTBa npueegeHo B MCO 9004
B 0CODEHHOCTU gocTaTouMHasa KBannpukaumsa n TPEHUHI HeOOXoANUMBbI NEPCOHanNy co cneaywnMmn o0A3aHHOCTAMM
MUKPOONONMOrnvyeckme UcnblTaHnAa, XMMUYECKUIA aHanus3 U peuenTbl, MOHTaX 00opyaoBaHUa, obcnyxuBaHne odbopyaoBa-
HWA, BbIMOMHEHWE aTTecTaUnmn skcnnyatupyemoro obopygosaHua (PQ), pyTUHHaA paboTta co cTepunma3atopom, Kanmbpos-
Ka, pa3paboTKa npoueccoB, cocTaBneHne cneyudpunkaunm obopyqoBaHus.
=.4.2.2 Pa3paboTka, Banngauma N TEKYLWMKW KOHTPONb CTEPUNU3ALMOHHOIO nNpouecca NOYTU BCErda BKMKOYAKT B
cebAa HECKONBbKO PasfUYHbIX CTOPOH (YYaCTHUKOB), KaXKdaa U3 KOTOPLIX OTBEYAET 3a KOHKPETHLIN sneMeHT. Hactoawmnn
CTaHAapT He TpebyeT, YTOObl OTAEMNbHLIE 3MEMEHTLI BbINMOMHANUCE KOHKPETHBIMU CTOPOHaMKU, HO TPebyeT, YTODLI CTOPO-
Hbl, NMPUHKUMaIOLLME Ha ceDA OTBETCTBEHHOCTL 3a OnNpefeneHHble YacTi, Oblnu onpefenerHsl U YTOObI 3TO onpefeneHune
OTBETCTBEHHOCTEN ObINO AOKYMEHTUPOBAHO. OTO AOKYMEHTUPOBAHHOE onpejeneHne OTBETCTBEHHOCTEN 4 OMXKHO BXOAUTL
B CUCTEMY(bl) MEHEQXXMEHTa KadecTBa yYacTBYHLUMX CTOPOH U MOXET (POPMUPOBaTh YaCTb KOHTPAKTHbLIX OTHOLUEHWUU
MeXAy HUMN.

B Tabnunue E.1 nepevncneHsl sneMeHTbl HAaCTOALLEro ctaHgapTa U TONbKO B KadecTBe UNMKCTPaUnM — HanMeHOo-
BaHWA CTOPOH, KOTOPbIE MOMYT ObITb OTBETCTBEHHLIMU 3@ WAEHTUDUUNPOBAHHbIE AeACTBUA. CneayeT OTMETUTb, UTO:

- NepeYvYnucneHHble areMeHTbl MOryT BbINOMHATLCA HE B YKa3daHHOW 34eCh NocneAoBaTENbHOCTU, NOCKONbBKY pa3spa-
O0TKa U nporpaMmmMbl UCNBITAHUA MOTYT ObITb YaCTUYHO UTEPATUBHLIMMU;

- OTBETCTBEHHOCTL 3a ANEMEHTLI MOXET U3MEHATLCA OT Crnydvasa K crnydato.

OpraHusauns, npuHUMarowaa Ha ceba OTBETCTBEHHOCTL 3a onpefefieHHbIN aneMeHT, 00A3aHa nopyyaTtb ero Uc-
MNONTHEHNE COOTBETCTBEHHO ODYYEHHOMY U KBannMULUMpOBaHHOMY NepcoHany.

B nopsagke nnnoctpaun BapuaHToOB BO3IMOXHOIo pacnpegerneHna OTBETCTBEHHOCTU HUXKe NpefcTaBreHbl TPU NpU-
MEPHBLIX cCUeHapusa. 3TU cUeHapun He NPETEHAYHOT Ha BCEOXBATHOCTb.

CueHapuun 1. MegnuuHCKoOe yupexgeHue

B 3TOoM cuUeHapuu nonb3oBaTernb CTEPUNU3aLMOHHOIO npoLecca — ydpexaeHue 3[paBoOXpaHeHUsi. TpU CTOpPO-
Hbl BOBreYveHbl B obecnedveHne cooTBeTCTBUA TpeboBaHMAM HACTOSALLEro cTaHaapTa: MeguLMHCKOE ydpexaeHue, n3-
rOTOBUTENb CTEPUNU3aLIMOHHOro obopyaoBaHUA U U3rOTOBUTENb MeAULMHCKUX n3aenunin. PacnpeaeneHne oTBETCTBEH-
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HOCTEW M cpeacTBa, Ucnone3yemble Ana obecneveHns NUCNONHEHUsI COOTBETCTBYOWMX 06s3aHHOCTEN, MOrnK Obl ObITh
crneayrLWLMMK:

- OnNeMeHTbl CUCTEMBI MEHEAXKMEHTA KayecTBa: Kaxaasa cTopoHa UMEET CBOHO CODCTBEHHYHO CUCTEMY MEHEAXMEH-
Ta KadecTBa. [1pefenbl OTBETCTBEHHOCTU KaX oW CTOPOHbLI N3NOXEHbI B 0OULMaITbHOM KOHTPaKTe.

- XapaKTepucTuKa CTEPUNM3YIOLLIErO areHTa: MeauLMHCKOe y4pexaeHne faeT corflacue Ha 3akiTroYeHne KOHTpaKTa
Ha NpUobpeTeHne CTEPUNM3aLMOHHON CUCTEMBI OT MPOU3BOAMUTENSA CTEPUNU3ALNOHHOMO 000PYAOBaHUS, U3rOTOBUTEND
cTepunu3aLnoHHoro obopyaoBaHNA NPUHUMaeT Ha cebsA OTBETCTBEHHOCTb 3a XapaKTEPUCTUKN CTEPUINTUIYIOLLEro areH-
Ta W 3anncbiBaeT pe3ynbsrmpyollne gaHHele. MeguunHcKoe ydpexaeHne MMeeT AOCTYN K 3TUM AaHHbBIM U A0 NPUHATUS
pELLUEeHNs1 O NMPUODPETEHNM CPaBHUBAET JaHHble NPOU3BOAMUTENSA U AaHHble, AOCTYMHbIe U3 ONYyONMKOBaHHbLIX Hay4YHbIX
NCTOYHWKOB.

- XapakTepucTunka npouecca/odbopynoBaHus: N3roTOBUTENb CTEPUNN3ALIMOHHOMO 000pya0BaHMA BLIMOMNHAET Xapak-
Tepuzaunto npouecca/obopyaoBaHns, paspabdarsiBaer cneundurkaumo odbopyaoBaHNA U nonyyYyaeT HeobxoauMmble pery-
NTNPYIOLLME COrNacoBaHUA M paspelleHns ANs pasMeLleHnsa NpoayKkTa Ha pbiHKe. MeguunHCKoe ydpeXXaeHne NpoBOAUT
0630p cneundunkamm obopyaoBaHNA COBMECTHO C U3rOTOBUTENEM CTepuUnunsatTopa AnNs NoATBEPXKAEHNSA TOrO, YTO NUTat0-
Lne cpeabl N MHDpacTPyKTypa, HeobxogumMsble ANA paboThl cTepunn3aLoHHoro obopyaoBaHUs, JOCTYMHbI.

- OnpepeneHne NpoayKTa: MeaULIMHCKOE yYpeXaeHne NaeHTUONLUMPYET MeANLMHCKNE n3genus, TpedyroLlne MHO-
rokpaTtHoi o6paboTkn. MHCTpYKUMA No NOBTOPHOK 06paboTke 3TUX MeaULIMHCKUX U3 eNnnid, npeaocTaBnsemMasi U3aroToBu-
TenemMm MeAuLUMHCKUX U3 enuii, BKITHOYAeT B ceDS MHCTPYKLUMK MO OYUCTKe U Ae3nHdekunn. Kpome Toro, sTu MHCTPYKLUNK
NoATBEPXAatoT NPUroAHOCTEL Npeanaraemoro cnocoba crepunusauumn. MarotoButenbs MeEANLNMHCKNUX U3 ENWUA BbIMNOMHAET
nccneaoBaHMsa No onpeaeneHunto npoLecca COBMECTHO C U3roTOBUTENEM CTEPUNN3aALMOHHOro 06opyaoBaHUs Anst KOHKpe-
TU3aLUuUn U NOATBEPXKAEHUS NHCTPYKLUWIA N0 MOBTOPHOM 00paboTke. MeauLMHCKOe yupexaeHne nepecMaTpuBaceT JaHHble
06 3chdhEKTUBHOCTU CBOUX MPOLIECCOB OMUCTKM U NOATBEPXAAET UX afeKBaTHOCTbL K 00paboTke cneundnyecknx nagenmnmn
N K CTEPUNU3ALIMOHHOMY MPOLIECCY.

- OnpepeneHne npolecca: N3roToBUTENb CTEPUNN3aLNOHHOr0 060pya0BaHNA U U3rOTOBUTENb MEAULIMHCKUX N3] e-
ITMA COBMECTHO ONpeaenatoT CTEPUNN3aLNOHHBIA NpoLecc ANA cneumdpuyecknx MeauLUMHCKUX U3 ennin N BKITHOHatoT CO-
OTBETCTBYIOLLME UHCTPYKLNN B KaXJ0€e U3 CBOMX PYKOBOACTB N0 MCMNOMb30BaHUI0. [JomKHbl ObITh NONy4YeHbl HeoOxoanMbIe
perynupyoLlmMe cornacoBanusi/paspelleruns. MeguUmMHCKoe yupexaeHne npoBoanT o030p AOKYMEHTaUMK U NMoATBEPXKA a-
eT CBOO CNOCOBHOCTL crnefoBaTb 3TUM MHCTPYKLMAM.

- Bannpgauus: meguuUMHCKoOe yypexaeHune 3akntodaeT KOHTPaKT C U3roTOBUTENEM CTEPUNMU3aLIMOHHOIo 0bopyaoBa-
HUA Ha NpoBeeHne UM COOTBETCTBYOLWMX atTecTaumii (IQ n OQ) B COOTBETCTBUUN C JOKYMEHTUPOBAHHBIMU NpoLeaypamMu.
MeauuunHckoe yypexaeHne camo BLIMONMHAET aTTecTauunto skcnnyatupyemoro obopyaoBaHusa (PQ) n 3ateM npoBoAUT
1epecMOoTp U yTBepXAaeT pesynbraThl BanujaLuuu.

- Tekyllne MOHUTOPUHI U KOHTPOMb. MEAULMHCKOE yYpeXeHNe BbINONMHAET TEKYLLUE MOHUTOPUHI U KOHTPOIb B
COOTBETCTBUMN C JOKYMEHTUPOBAHHBIMU NPOLIEAYPaMMU.

- Bbinyck npoaykTa nocne crepunusaumn: MeguUmMHCKoe yyupexaeHue bepeT Ha cebsa OTBETCTBEHHOCTL 3a BbIMyCK
NpoAyKTa nocrne crepununsaunm B COOTBETCTBUN C €ro JOKYMEHTUPOBaHHBIMU NpoLeaypamMu.

- Obecne4veHmne 3dhdeKTUBHOCTM MNpoLiecca: MeauLMHCKoe yyupexaeHue bepeT Ha cebsi OTBETCTBEHHOCTb 3a Mo/l-
nepxaHue apdekTnBHoCcTU Npolecca. OHO 3aKto4aeT KOHTPaKT C U3roTOBUTENEM CTepUnu3alnoHHoro obopyaoBaHuUs
Ha BbINOSTHEHME NpodunakTnyeckoro obcnyXmBaHna N KannopoBkn. MeguUnHCKoe ydpexaeHne onpeaenseT npoueay-
pbl NepeatTecTauMn. MeguumMHCKoe yupexaeHne onpeaensieT npoLueaypbl Nepuoanyeckon nepeoleHkn apdheKTUBHOCTY
NPOLECCOB OYUCTKN U Ae3nHDeKLNN.

CueHapuii 2. U3rotoBUTENDb MEAULMHCKUX U34eNnui, UCNOMNb3YOLWUNA cob6CcTBEHHbIE NPOU3BOACTBEHHbIE
MOLLHOCTM

B aTom CUeHapUWUi norib3oBarerieM CrTepUusindallMOHHOIo rnpouecca ABJIAETCA WU3FrOTOBUTEIbE OAHOPA30BbLIX MEWN-
IAHCKUX N3nenunu, KOTOprI?I 06yCTpaMBEEIET CoOCTBEHHbIE NPON3BOACTBEHHBIE MOLLUHOCTI AJ1A CTEPUITN3allnii. BoBne4yeH-
AbIMWU CTOPOHaMW ABJTAKOTCA U3roToBUTES1b MEANLUNHCKUX n3nenum U U3roToOBUTENDb CTeEPUNITIN3allMOHHOIO 060pyﬂ,OBaHMﬂ.

DacnpeﬂeneHme OTBETCTBEHHOCTEN U cpeldciBa, NCMNoJNb3yeMble AJ1A obecne4vyeHnsa aTux OTBETCTBEHHOCTEN, MOITIN Obl
BbllIT1TAOETb TAK.

- OneMeHTbl CUCTEMBI MEHEAKMEHTa Ka4eCcTBa: Kaxas BOBNevYeHHasaA CToOpoHa MMeeT COOCTBEHHYH CUCTEMY Me-
HeJXKMeHTa KadecTBa. [pefenbl 0OTBETCTBEHHOCTU KaX 0 CTOPOHBI M3MNOXeHbl B 0ULINANBHOM KOHTPaKTe.

- XapaKkTepuUcTuKa CTEPUNU3YIOLLIErO areHTa: M3roToBUTeNb cTepunuaatopa 6epeT Ha ceba xapakTepuUcTUKy CTepu-
NN3YIOLLEro areHTa U NpeaocTaBnseT aHHble U3roTOBUTEN Me4ULNHCKUX N3AENNA.

- XapakTepuctunka npouecca/obopyaoBaHUs: U3roTOBUTENb CTepununsaTopa paspabaTbiBaeT cneundunkaumo Ha
obopyaoBaHne, BKITHOYAKOLLY CUCTEMY ynpaBreHns obopyoBaHNA, KOTOPYH MOXHO 3anporpaMMuMpoBaTh Ha BbIMOMHE-
HWe onpeJerieHHoro paHee npolecca.

- OnpepeneHne npoayKTa: U3roToBUTENb MeAWLIMHCKUX W3AENUiA OoTBeYaeT 3a cneundukaumio nNpoaykra u ero
Npoun3BoOACTBO.

- OnpepeneHune npoLecca: N3aroToBMTENb MeAULIMHCKMX U3AENNIA ONpPeaeNnsaeT NpoLecc CTepuUnnaauunm Ans onpeje-
JTEHHOro MeAULMHCKOro U3enusa, noanexallero ctepunusaunun. M3rotoButenb MeULMHCKUX N3AEMNUIA BbIMOMHAET OLIEHKY
buonornyeckoi 6e3o0nacHOCTU N UccnefoBaHMA COBMECTUMOCTU NMpoaykTa. B aToM cnyyae nccnegoBaHusi NpoBOAAT C
MOMOLLIBIO 3KCMNEPUMEHTANTbHOIO CTEPUNN3aLNOHHOrO 060pya0BaHUA.
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- Banugauusa: narotoBuTtens MEAULUNHCKUX U3AENUIA BbINONMHAET BanunaaLumo, NCMonb3ys cTepunnsaumoHHoe 06o0-
pyJoBaHWe, NpefHa3Ha4YeHHoe ANsS PYTUHHOIO BLINMOSTHEHUS NpoLecca CTepunusaumn, nogTeepxaas, YTo OHO CNOCODHO
BbIMOMHATL ONpeAerieHHbIA CTepUnM3aLMOHHBIR NpoLecc.

- TeKkyLlne MOHUTOPUHI U KOHTPOSb: 3TW AEWCTBUA BbINOSTHAET M3roTOBUTENb MEAULIMHCKUX U3AENUIA B COOTBET-
CTBUU C JJOKYMEHTUPOBaHHLIMU NpoLeaypaMu.

- Peanusaunsa npoaykuum nocrie ctepunusanmnmn: 3To OCyLLECTBMNSAET U3rOTOBUTENb MEeQULMHCKUX U3 ENUA B COOT-
BETCTBUU C JOKYMEHTUPOBAHHBLIMU NMpoLeaypamu.

- MNMoppepxaHue achdheKTUBHOCTU npoLecca: STO AeACTBME BbINOSTHAET U3roTOBUTENb MEAULIMHCKUX U3 ENUA B CO-
OTBETCTBUU C JJOKYMEHTUPOBAHHLIMU NpoLeaypamu.

CueHapun 3. M3rotoBuTenb MeAULMHCKUX U3OeNUN Ucnonb3yeT cybnoapsaaunka ana nposegeHus
npouecca cTepunu3auum

B sTOM cUeHapuu nonb3oBaTenem CTepunm3aLMoOHHOro npoLecca ABMSETCA N3roTOBUTENb O HOPAa30BbLIX MeAUNLNH-
CKUX U3 enniA, NCNOMb3YHOLLNA cybnogpsa4vnka Ansa BbIMONHEHUA npouecca ctepununsaunn. B JononHeHne kK STOMY M3ro-
TOBUTENb MEANLMHCKNX U3[,ENNA NCNONB3YET CTOPOHHIOK (KOHTPaKTHYH) TabopaTtoputo AN BbINOSTHEHWSA onpeaeneHHbIX
MCMBbITAHUIA Kak YacTu npoueayp Bbinycka npoaykunn. BoBneyeHHbIMU CTOPOHAMW SBNSAOTCS U3rOTOBUTENDb MeANLIMHCKUX
n3genuin, cyonoapsaumk no ctepununsaumm n ctopoHHAa nabopartopusi. PacnpeaeneHne oTBETCTBEHHOCTEN M CpefCTBa,
ncnonb3yemble Ansa obecrneyeHnsa sTUX OTBETCTBEHHOCTER, MOIMK Obl BBIMMSAAETD Tak:

- OnNeMeHTbl CUCTEMBI MEHEXXMEHTA Ka4yecTBa: KaXkJas BOBNeYeHHass CTOpoHa UMeeT COOCTBEHHYH CUCTEMY Me-
HeAXMeHTa KadecTBa. [peaenbl OTBETCTBEHHOCTU KaX0M CTOPOHbBI M3MNOXEHbl B 0pULINaNbHOM KOHTpPaKTe.

- XapaKTepUCTUKa CTEPUNU3YIOLLEro areHTa: cyonogpsaaymk, BbIMONMHAKWMA CTEpUNN3aLnto, NONMb3yeTCA NULEH-
3UPOBaHHBLIM CTEPUNU3ALUNOHHBIM NPOLECCOM OT OTAENBHOW CTOPOHHEU OpraHu3aUnm, KOTopasa XapakTepusyeTr U paspa-
OaTbiBaeT CTepUNU3aUMOHHBIA npouecc. PaspaboTynk npouecca BbINOMHAET XapakTePUCTUKY CTEPUMNU3YIOLLEro areHTa u
NeNnaeT pe3yneTUpyrLWne daHHble 4OCTYNHBIMU ANA cydnoapagynka no crepunusaumn U npomssogntensd MeguuMHCKUX
n3aernun.

- XapakTepucTuka npouecca/odbopyaoBaHua:; cybnoapagunk no crepunusaunmn paspadbortan cneundukauuno 00o-
Py4OBaHUSA, BKNOYaa CUCTEMY yrpaBneHMa obopygoBaHUeM, KOTopas MOXET ObiTb 3anporpaMmMnpoBaHa Ha BbINOMHEHNE
3apaHee onpeaeneHHoro crepunusaunoHHoro npouecca. M3arotoeutenks ctepunusaropa no KOHTpakTy Nponu3sBoguT U MOH-
TUpYET cneynduunpoBaHHoe obopyaoBaHue.

- OnpegeneHne nNpoaykTa. U3roTOBUTENL MeAUUUMHCKUX U3ZenUin OTBeYaeT 3a cneundukaunio npogykra 1 3a ero
NPOU3BOACTBO.

- OnpegeneHne npouecca: U3roToBUTENb MEAULIMHCKUX U3JEnnn onpegendeT npouecc ctepunusaunmn gnsa onpeae-
NTEHHOro MeguUWHCKOro n3genusa, nognexatllero crepunusauun. MarotoButens MegULMHCKUX N34 ENUN BLIMONTHAET OLEHKY
ononornyeckonn 6e3onacHOCTU U UccrneqoBaHUA COBMECTUMOCTU NpoAyKTa. B 3TOM cnydae uccneaoBaHUa NpoBOAAT Ha
AKCNEPUMEHTaNLHOM CTepUnU3aLlMOHHOM 00OpyaOBaHUMN.

- Banugauna: cybnogpaaymk no crepunusalnn 6epet Ha ceba BbINONHEHWE aTTecTaluMn MOHTa)Xa U atrectauyunu
skennyatauuun (IQ n OQ) B COOTBETCTBUU C AOKYMEHTUPOBaAHHLIMU npouenypamu. MarotoButenbs MegUUUHCKUX U3 enni
BbINOMHAET atTecTaunio aKkennyarupyemoro odbopynoaHua (PQ), MCnonb3ya ycTaHOBIEHHOE Y Hero obopyaoBaHue, noj-
TBEPXKAAA, YTO 3TO 00OpyaoBaHUEe CNOCOOHO BLIMNOMHATE ONpeAeneHHbIn CTEPUNN3aUNOHHEIA npouecc. N3rotoBuTens
MeaUUNHCKUX N3Jenunin nepecMaTpuBaeT OTUET U YTBEPXKAAET pe3ynbraTt BeINONHEHHOU Banuaaunn. CTOPOHHASA KOHTPAaKT-
Haa nadopaTtopua MOXET BbINONMHUTL MUKPOOUONOrMyeckoe UCnNbliTaHNe B COOTBETCTBUU C METO4AMMWN, COrMacoBaHHLIMU C
M3roToBUTENEM MEeAULUMHCKUX U3Lennin.

- TekylmMe MOHUTOPUHI U KOHTPOSb: BbIMOMTHAKTCA cyonogpagumKkom no ctepunmnsaunm u CTOPoHHeW nadopaTopu-
€ B COOTBETCTBUU C JOKYMEHTUPOBaHHbLIMUY npouegypamiu, cornacoBaHHbIMU C U3roTOBUTENEM MeAULMHCKUX U3 ENUN.

- Beinyck npoaykTa nocne crepunusaunin. BbINOHAETCA U3rOTOBUTENEM MeAUUMHCKUX U3genun B COOTBETCTBUMN
C AOKYMEHTUPOBaHHLIMU MNpoueaypaMn Ha OCHOBE 3anuceun, NpefocTaBfeHHbIX cyonogpsaayvnkomM no ctepunusaummn u
CTOPOHHEN NabopaTopuen.

- MNoppepxaHne apPeKTUBHOCTIN Npolecca: cyonogpagynk no ctepunmaaunm BelNONHAET oOCnyXnBaHne obopy-
0OBaHNA U KanubpoBKYy B COOTBETCTBMWU C LOKYMEHTUPOBAHHLIMU npoueaypamn. NsrotoButens MegquUNHCKUX N34 envig
NnogAepXUBaET KadeCcTBO NPoAyKTa 40 CTepunuaaumn n 6epeT Ha ceba OTBETCTBEHHOCTL 3a NepeartrecTauunto;, cyonoq-
PAAYNK MO CTepunusauun BLINOMHAET BCe HeoOxo4MMbIE MOBTOPLI YacTel aTrecTayuun, obecnedmBaeT HeoOXoAUMBIE

NOBTOPEHUA YacTen aTTecTaun MOHTa)xa W atrectaunn akennyatauum (IQ n OQ) nnu nepeatrectauni NOMHOCTLIO.
E.4.3 Bbinyck npoaykuum

[TpumevaHne — B NCO 13485 TpeboBaHUA K BLINYCKY NPOAYKTa OTHECEHLI K €ro XXU3HEHHOMY LIMKITY U3 onpe-
neneHna TpedoBaHU 3akasvmnKka K pas3paboTke, co3fgaHuIo, 3akynke, KOHTPOM NPOU3BOACTBA, KannbpoBKe KOHTPOSbHbLIX
N USMEPUTENBHbLIX YCTPOUCTB.

=.4.3.1 TpeboBaHMA K 3aKynkam nanoxeHsl B nogpasgene 7.7 NCO 13485. Cneayet ocob0 OTMETUTL, YTO Tpebo-
BaHUA nogpasgena 7.4 CO 13485 o Bepudpukauumn sakynaemMoro npogykra npuMeHUMbl KO BCEM NPOAYKTaM U ycrnyram,
nonyvyaemMblM OT BHELUHUX UCTOMHUKOB.

=.4.3.2 TpeboBaHMA K AeHTUdMKALKUN N NPOCNEXNBAEMOCTN N3NOXKeEHLI B nogpasaene 7.5. MCO 13485.
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=.4.3.3 TpeboBaHMA K KanubpoBKe KOHTPOMBHBLIX U U3MEPUTENBHLIX YCTPOWUCTB onpeaeneHsl B noapasgene 7.6
NCO 13485.

E.4.4 NamepeHue, aHanus v ynyudweHue. KOHTponb HECOOTBETCTBYIOLLEN NPOoAYKUUN

B NCO 13485 TpeboBaHUA K USMEPEHUAM, aHannay U ynydlleHno OTHOCATCA K MOHUTOPWUHIY Npolecca, ynpaBne-
HUK HECOOTBETCTBYIOLLEN NMpoayKUMeN, aHann3y AaHHbIX WU ynydlleHNAM (BKIToYas KOpPpPEKTUpYOLWLME N Npedynpexaato-
e AeUCTBUSA).

[Tpouenypbl KOHTPOMNA U yNpaBneHNa HECOOTBETCTBYHOLLEN NPOAYKUNEN, a Takke KOppEeKTUpyroLmne 4eUCTBUA ONK-
caHbl B noapasgene 8.3 U nyHKkTe 8.5.2 MCO 13485 COOTBETCTBEHHO.

E.5 XapakTepuUCTUKU CTepUNU3yIoLero areHTa

E.5.1 Obwue TpeboBaHUA

HeT 4ONONHUTENBHLIX YKasaHUM.

E.5.2 CTepunusyowmmn areHT

HeT 4ONONHUTENbHLIX YKasaHUM.

E.5.3 MukpobouunagHasa acphpeKTUBHOCTb

=.5.3.1 MHorue xmmMukaThbl U npouecchl MOTryT NMPOAEMOHCTPUPOBaTL aHTUMUKPOOHOe AeilcTBUe. OfQHaAKO He BCe U3
HUX OTBEYaKT KPUTEPUAM, NpeabABNAeMbIM K CTEPUNU3YOLeMY areHTy. Llenb n HanpaBneHne nccnegoBaHu No MUKPO-
bounaHoOM aPPEKTUBHOCTIU BKNHOYAKT B cedA cneayrollee:

- obecneYvyeHne onpeaeneHna CTEPUNN3YIOLLErO areHTa N COOTBETCTBYOLLKMX npoLuecca u 0bopyaoBaHUA, 4OCTaTou-
HbIX ANda YCTaAHOBMEHUA U NoAgAepXaHUa BOCMPOU3BOAUMBIX YCNOBUA ANA U3yYeHUA MUKpoOOoUMAHON SPPEKTUBHOCTH;
3TU AeUCTBUA AOMXKHbI ObITb AOKYMEHTUPOBAHHI;

- pas3paboTKy WU Banuaauuo MeToA0B (onpefeneHnin) pocta MUKPOOPraHM3MOB N UX NHOKYNALIMKW Ha HOCUTENN ANS
ocrneayowero BO3AEUCTBUA Ha HUX CTEPUNMN3ALMOHHOMO areHTa; 3Tu npoueaypbl BKAKOYaOT B ceba BOCCTAaHOBIEHUE U
104 CYET MUKPOOPraHM3MOB Ha HOCUTENAX, a TakKe OUeHKY phpakumit Ha oOpaboTaHHbIX HOCUTENAX, CTaBLUUX CTEPUIIb-
HBIMU, CNEeAYET y4YuUTbIBaTb HEODXOA4MMOCTE HEUTPaNin3aunun oCTaTkoB CTEPUITUIYIOLLEro areHTa [CM. yKasaHua B 5.3.1,
epedncneHue g)l;

- onpeaeneHne MUKpPOOOLMAHON aKTUBHOCTU CTEPUMMUIYIOLLErO areHTa no OTHOLUEHUIO K MUKPOOPraHM3Mam pas-
NTUYHBIX TUNOB;

- ngeHTUdnunpoBaHne Hanbdonee CTOUKUX MUKPOOPraHU3MOB (KOHTPOMBHBLIX MUKPOOPraHU3MOB), NPUroAHLIX ANS
AeTanbHbIX MUKPOONOMOrMYecKMX MHaKTUBALIMOHHLIX NCCrneaoBaHUM;

- XapakTepUCTUKY MUKPODOOLIMAHON aKTUBHOCTU CTEPUNMU3YIOLLENO areHTa C TOYKU 3PEHNA ero KOHUEHTPaUnUn/NoTEeH-
Llnana, BpeMeHW BO3AeNCTBUA/A03bl UW/UNN APYrUX NEPEMEHHLIX, KOTOPbIE MOMYT BITUATL Ha MUKPODOLIMAHYO aKTUBHOCT,
C Ucnonb3oBaHUEM MUKPOOPraHM3MOB C BBICOKON PE3UCTEHTHOCTLIO;

- onpeaeneHne KMHETUKN MUKPODOLIMAHOW MHaKTUBaLUMW, NOATBEPXKAEHUE, YTO NeTanbHOe AENCTBUE MOXET ObITh
SKCTpanonmMpoBaHo ANA npejckasaHus BEPOATHOCTU BbIXKMBaAaHUA MUKPOOPraHU3MOB No4 BO34EeNUCTBUEM onpederieHHOU
00paboTKN C UCNONBL3OBAHWEM AaHHbIX UHaKTUBaLMK Hanbonee pe3sncTeHTHLIX MUKPOOPraHU3MOB.

YKa3aHud, oTHocAwueco K 5.3.1, nepeyuncneHue a)

MoryT ObITb UCNONBL30BaHbLlI KAa4YeCTBEHHbIE UCMNLITAHWUA AEWUCTBUA BO3IMOXHbLIX CTEPUMUIYIOLLMX areHTOB Ha pafg
MUKPOOPraHM3MoB. 3TU UCMbITAHUA NpecneayoT ABE Lenu:

1) NpOAEMOHCTPUPOBATL, YTO PAA MUKPOOPraHU3MOB pPasfiMYHbIX TUMOB B onpedeNeHHON CTENEHN YYyBCTBUTENbHbI
K BO34EUCTBUIO CTEPUNTUIYIOLLIEND areHTa;

2) BbIOpaTh OAUH UMK HECKONBKO Hanbonee pe3ncTeEHTHLIX MUKPOOPraHM3MoB ANA AanbHENLLNX KONMUYECTBEHHbIX
MHaKTUBaLMOHHbLIX UccrnegoBaHum.
CCIU B X0 e STUX uccneaoBaHuin baktepuanbHble cnopbl OyayT NMpU3HaHbl KpalHe HEYYBCTBUTENBHBIMW K BO3[ M-
CTBUIO MOTEHUNANBHOIO CTEPUNU3YIOLLErO areHTa, AalibHeullee UCMONb3OBaHWE 3TOMO CTEPUNUIYIOLLErO areHTa Hepo-
NYCTUMO. TeM HE MEHee, 3TOT CTEPUNUIYIOLLUNIA areHT MOXET ObITb NMpUrogeH ANa Apyrux uenen, Hanpumep, ANa HU3KO-
YPOBHEBOW AE3UHMPEKLNN.
bonee nonHas MHpopMauna MOXET OblTb HanAeHa B UCTOMHUKAX, Ha KOTOPbIE AaHbl CChINTKKM B dubnunorpadum.

YKa3zaHusd, oTHocswuecs K 5.3.1, nepeuuncneHue b)

KonnyecTBeHHble MUKPOOOLMAHBIE MHAKTUBALMOHHBIE UCCNeaoBaHUS BbINOMHAT AN AEMOHCTPpaUUKn TOro, YTo
CTEPUITM3YIOLLINMIA areHT, NPUMeEHAEeMBbIA onpeAeneHHbIM CrnocoboM, MOXET HaAeXHO NPUMBOAUTL K NoAajatoLlemMycss noj-
CYETY YNCNa BbRKMBLLUUX MUKPOOPraHU3aMoB. OTU UccrnefoBaHmMsa oObIMHO BKMOMAOT UCMNONb30BaHWE pasHbIX CTENeHe
3KCMO3ULMN UIN pa3HbIX CTEMNEeHel KOHTaKTa CO CTEPUNUIYIOLLMM areHTOM AN NMONyYeHUsa AaHHbIX O BbPKMBAEMOCTMH,
onpeaenaArLLmMxX UHaKTUBaLUU paHee WAEHTUPULMPOBAHHBIX MUKPOOPraHU3MOB C BLICOKOW COMPOTUBNSEMOCThL. [ns
4acTW KPMBOW MUKPOOHON BLIXXMBAEMOCTHU, rAe oBbHapy>XNMBAETCH Marnoe YNCMNOo BbIKMBLUMX MUKPOOPraHU3MOB, NCMOSb3Y-
IOTCA oTpuLaTenbHble AaHHble hpakunin. MNpu BbIBEAEHUN TaKUX KPUBLIX BbIXXUBAEMOCTU NPaKTUHECKUA HUXKHUIA nNpeaen
OLIeHKM CpeflHEro Yncna BbPKMBLLUUX MUKpoopraHnamoB coctaenseT 0,01. CteneHb 06paboTku, obecne4vmBatoLLyto BEPOSiT-
HOCTb BbIKUBaHUS MUKPOOPraHM3MOB HUXKE STOro Npefena, onpeaenstoT NyTeM SKCTpanonsuuny.

OMnupunyeckne B3anMOOTHOLLEHUA MOTYT, HanpuMmep, bbITb onpeaenexHsl ypaBHEHWEM UMW NpefcTaBneHbl Kak rpa-
UK, oTpaxaroLwmn cTeneHb obpaboTKM, YUCNIO U BEPOSATHOCTE HanuM4mMs BbIDKUMBLUMX MUKPOOpPraHuamMoB. B3anmocBsab
TakKke MOXET ObITb NpeAcTaBneHa Kak Tabnuua sHa4eHui.

20




[OCT P NCO 14937—2012

B cutyauuax, Kkorga KpuBble BbRKMBaAHUA ABNAKOTCA NorapudpmMuydeckn-nuHenHelMU (log-linear), Hanpumep, korga
TOYKM Ha nonynorapudomMudeckon (semi-log) agnarpaMmHoOn Oymare AaroT NPSAMYH NUHUIO, BLINOMHAKT SKCTPanonauuto.
KpuBag, BOrHyTas OTHOCUTENBHO OCKU X, MOXET, Oyay4n nNpuBeaeHHON K MPAMON NMUHUKN, AaTb HECKOMNBKO KOHCEPBATUBHYIO
OLEHKY cTeneHn obpaboTKK, HeOOXO0AUMOW ANA AOCTUXEHUA onpeaeneHHON BEPOATHOCTU BbIXXKMBaAHWA MUKPOOPraHU3MOB.
Cnepyet NpoaBUTb OCTOPOXHOCTL, €CINK NccneaoBaHmMa MUKPOOUONOrMYeCKON MHaAKTUBaLIMKN MOKaXYT pesyNibraT, KOTOPbLIN
Hauny4wmum obpasoM NpUoNmMKaeTca K KpUBOW BLIXKMBAEMOCTU, BbINMYKNOW OTHOCUTENBHO OCU X,

LleMOHCTpauna netanbHOro AeUCTBUA CTEPUIUBYIOLLEro areHTa B AlanasoHe, 40CTaTOMHOM ANA onpeaerneHnsa Ku-
HETUKA MUKPOOOLIMAHON WHaKTUBaLUK, TPebyeT N3Ha4vanbHOro Hann4ms AoCTaTOuMHOro Yncna XM3HeCcnoCOOHbIX MUKPO-
OpPraHM3MoB, MPUCYTCTBYIOLLMX Ha HOCUTENAX U BOCCTaHaBNMMBaAeMbIX C HUX. B uccnegoBaHuax, TpedbyrolmnxX nogcyeTa
BBIXKMBLUUX MUKPOOPraHM3MOB C HOCUTENEW, NOABEPIrHYTLIX rpagaUnoHHON 0DpaboTKe CTEPUMUBYIOLLMM areHTOM, YNCO
BOCCTAHOBJTIEHHLIX ¢ 0OpaboOTaHHbLIX HOCUTENEW OpPraHU3MOB CPaBHUBAKT C YMCNOM OPraHU3MOB, BOCCTAHOBMIEHHLIX C
HeoOpaboTaHHbIX KOHTPOMBHBLIX HOCUTENEN, ANA NOCTPOEHUA KPUBLIX BBIXKMBAEMOCTU C NTOrapuPUMNYECKO NponopLnen
COOTHOLUEHUA YNCMa BbIKUBLLUNX MUKPOOPraHU3MoB K cTeneHn obpaboTKu.

[TpuMmedyaHune 1 — Mukpobunonorndeckas MHaKTUBaUNA N HEBO3IMOXHOCTb BOCCTAHOBMNEHUA XNU3HECNOCODHbLIX
KOHTPOJNbHBIX MUKPOOPraHM3MoOB C MNOBEPXHOCTU WHOKYNMUPOBAHHOIO HOCUTENSA, MOABEPrHYTOr0O BO3AEUCTBUD CTEPUNU-
3YHOLLEero areHTa, MOryT okasaTbCa TPYAHO OTNIMYUMBIMA. B 3TOM KOHTEKCTE MOXET ObITh MNOMEe3HbIM UCNONL30OBaHUE Tpac-
CepoB (TaknX Kak MUKpOOpraHuambl ¢ pagnoakTUBHOU METKON).

MccnegoBaHUA MVIKp06I/IOJ'I0rVILIECI{0I7I MHaKTUBaUlWK Tp66yI-OT NCMNOJNMB30OBaAaHWNA NCTMbITATeJIbHBIX METOA40B, Ballna -
POBaHHbBIX OTHOCUTEJIBbHO CI'IELIII/ICDW-IECI{OFO CTEPUITUIYHOLLIETNO alreHTa. Bo BPEMHA p83pa60TKI/I i Balidauni MeTOoda UNC-
NbITAHUA 0coboe BHUMaAHUE criegyer yaelAaAte yCloBUAM NCMbITaHUN, KOTOPpble MOIYT NMPpUBOAWUTE K NOJTYYHEHUHD J10XHbBIX
AdHHbIX, HallpuMep, N3-3a HeadeKBaTHbIX yCJ'IOBI/IVI BOCCTaAHOBJIEHUA, MNMPOABINEHNA MMKp06OCTaCVICa, a TAKXe JI0XXHbIX
NO3UTUBHBIX AadHHBIX. |_|0Tepl-0 XXN3HECNOCODBHOCTH MUKPOOPraHN3MOB Crieyer pacCMartpBartb, HAllPUMep, KaK CreigCcrBye
TPaAHCNOPTUPOBaHWUA NCTIBITYEMOIO Martepualla B KOHTPAKTHYH CTOPOHHHORD na6opaTopmo. :’83p860TI{a METOO0B UCTIbITA-
HUA U/ UMM NX BBIMONMHEHUE MOI'YT OblTb BbIMNOMHEHLI KaK B MECTHOW, TaK U B I{OHTpaKTHOI?I na60paT0pvm.

YKaszaHus, oTHocAlwuMeco K 5.3.1, nepeuuncneHue c)

Boibop TeCTOBLIX MUKPOOPraHnamMoB ANA UCCNefoBaHUn MUKPOOMONOrMYecKon MHaKTUBaUMKN A05KeH OblTb Noj-
TBepXAeH. MeToabl, nognexalune atrectauunu, BKNoYatoT B cebs:

1) BbIpalLUuBaHue, obcnyXxuBaHne 1 NoacHeT BbIOpaHHbBIX MUKPOOPraHN3MOB;

2) NOArOTOBKY CTOMKOrO MHOKYNATA U3 TECTOBBLIX MUKPOOPraHN3MOB;

3) MHOKYNAUNK MUKPOOPraHM3MOB Ha HOCUTENb. VIHOKYNALUWIO HA HOCUTENW crneayeT BbINOMHATL OnpeesieHHbIM
N BOCMNPOM3BOANMBIM CcrlocoboM. BnunsiHMe BbICyLUMBaHUS MHOKYNATA U XpaHeHue HocuTensa (B onpeaeneHHbIX YCrnoBu-
AX) Ha XXWN3HeCnocobHOCTb OpraHM3aMa W ero ConpoTUBMAEMOCTb CTEPUMNU3YIOLLEMY areHTy AONMXKHbl ObITb MPUHATHI BO
BHUMaHWe. Hocutenu He AOMmMKHbI HA CHUXaTb, HWU YCUNMUBaTb AENCTBUE CTEPUNM3YIOLLIErO areHTa Ha MHOKYNUPOBaHHbIE
MUKPOOPraHU3Mbl;

4) KONMMYECTBEHHYH OLIEHKY WHaKTUBALIMKM MUKPOOPraHM3MOB Ha HOCUTENNAX, MOABEPrHyThIX BO3AENCTBUHO CTEPU-
NMN3YIOLLEro areHTa, U BOCCTAHOBMNEHUA MUKPOOPraHM3MOB C HOCUTENEN, NMOABEPrHYTLIX BO3AENCTBUK CTEPUITM3YIOLLIENO
areHTa.

[TpuMedyaHne 2— CM. TakKe npumedaHue 1.

YKa3zaHusl, oTHocAlwueco K 5.3.1, nepeuucneHue d)

MccnepgoBaHus, NpoBoOAMMbIE ANA XapakTepusaunn CTEPUNU3YIOLLIErO areHTa, MoryT ObiTb BbINOTHEHBI Ha Nabo-
paTtopHoM obopyaoBaHUN, HA MOAENN UNKU Ha 0ObIMHOM PYTUHHO Ucrnornb3yeMoM obopyaoBaHUK. [nsa Kaxgon cutyaumm
TpebyeTcsa focTaTOMHOE OnpefeneHne CTePUNN3YIOLLEro areHTa u obopyaoBaHUs ANs rapaHTUpPoBaHHOrO obecneyeHuns
BOCMPOU3BOANMBIX YCITOBUIA.

CnepyeT yaenuTb BHUMaHWE BOCMPON3BOAUMOCTM MOATOTOBKN U paboThl 000opyaoBaHUS, MOHUTOPUHIY U KOHTPOMHO
nepeMeHHbIX, CNOCOOHBLIX NOBMUATL Ha pe3yneraTt uccnefoBaHnii MUKpoboLuaHOK nHakTmBauunmn. Pabodne acnekrbl MHaK-
TUBALUMNOHHBLIX UCCNEA0BaHNA MEHAOTCA B COOTBETCTBUM CO CIOXHOCTLIO CTEPUITM3YIOLLIErO areHTa u/unu obopyaoBaHus.
HanpumMep, MHaKTUBALIMOHHBIE UCCIEAO0BaHUSA C XUAKAM XUMUYECKAM CTEPUMNMUIYIOLLIMM areHTOM, BbINOTHAEMbIE B MPO-
CTON CTEKNAHHOW eMKOCTHU, OyAYyT No CBOEN Npupoae ropasfo MeHee CITOXKHbIMU, YEM TaKUe e UCCIe0BaHNSA C ra3oBoi
nnasMon B Ka4ecTBe areHTa.

He3aBUCMMO OT CMOXHOCTM NOAroTOBKa ANA KaXAoro nccnefoBaHnsa AormkHa OblTh 0KYMEHTUPOBaHa; Ntobble n3-
MEHEHWNSA B MOATOTOBKE U WX BIUSIHWE Ha pe3ynbraTbl MUKpODOLUUABIX UccneaoBaHWn AOMmMKHbI ObITb OLEHEHBlI U [ OKY-
MeHTUpoBaHbl. PaboTa ¢ obopynoBaHMeEM U BbINONMHEHWE UCCIEA0BaHUA NPeAnoOYTUTENBHO AOIKHbI OblTh NpoBeAeHb
B COOTBETCTBMU C MpPeABapUTENbHO YCTaHOBMEHHbIMU npoueaypaMn. [JaHHble, onpeaenstollme ycroBus BO3AeNCcTBUS
CTEPUNMN3YHOLLIEro areHTa, AOoMMKHbl ObITh 3annMcaHbl BMECTE C MUKPOONONOrMyeckuMum 1 nodbiMn A pyrmMm M3MepeHnaMu,
cAenaHHbIMU B X04€ UCMbITaHWNA.

YKa3zaHusl, oTHocAlwlueco K 5.3.1, nepeuucneHue e)
HeT LONONHUTENBHLIX YKasaHUMu.
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YKa3zaHus, otTHocsAwmeca 5.3.1, nepeuucneHue f)
HeT A0NONHUTENBHBLIX YKasaHUM.

YKa3zaHus, oTHocsilueco K 5.3.1, nepeuuncneHue g)

[lepen Hadanom nbdoro nccrnegoBaHna MUKPOOOLUMAHONW UHaAKTUBaUUKM HeODXOAUMO rapaHTUpoBaTb, YTO Ha pe-
3yneraT UccneaoBaHUA He OKaXXyT OTpUUATENBHOMO BNUAHUA MUKpoDoLUMAHbBIE NN MUKPODOCTaTUYHbIE adhdeKThl U3-3a
nepeHoca CTEPUNUIYIOLLEro areHTa WU NPou3BOAHbLIX OT €ro OCTaTKOB B CUCTEMY BOCCTAHOBNEHUA, Takne adpdekThl
MOIYT ObITb YMEHbLLEHbI 3a CYET:

1) pa3BedeHUA CTEPUNUIYIOLLIENO areHTa,

2) yaaneHna CTepuiuayoLLlero areHTa;

3) HeUTpanuaaunm MUKPOOOLMAHOIO UNKU MUKPODOCTAaTUYECKOrO AE€UCTBUA CTEPUMUIYIOLLENO areHTa Npu ero peak-

LMW C COOTBETCTBYHIOLLMM APYTUM areHTOM.
—CITU BTOPUYHBLIM HOCUTENb, TAKOW KaK KNeTouHada KynesTypa, UCMOMb3YHT Kak AETEKTOPHY CUCTEMY ANSA BbIKUBLLNX
MCNbITYEMbBIX OPraHNU3MoOB, OTCYTCTBUE BITUAHUA NepeHoca Ha caMy CUCTEMY KITETOUHOW KyNbTypbl TakkKe AOMKHO ObITh
yUTEHO. KOHTPOSb LMTOTOKCUYHOCTU TaKKe AOMKEH ObITh BKIIKOYEH ANA onpeaeneHns BNUAHUA CTEPUTNUIYIOLLIENO areHTa
Ha CUCTEMY KNETOUHOM KyNbTYpbl, UICAONL3YyEeMYO ANA ODHapyXeHUA UCTbITYEMBIX OpraHM3MOB. B AONONHEHUE K STOMY,
ANA goKasaTenbCTBa PYHKUMOHANBHOCTU KONMMMYECTBEHHOM OLEHKM MOXET ObITh UCMNONb30BaHa Harpyska U3 onpefeneH-
HOW CUCTEMBI KNETOUHOW KyNbTYpbl, NpeABapUTEnbHO NoABEPrHyTasd BO34ENCTBUIO OCTaTOYHbLIX YPOBHEW CTEPUNMUSYIOLLEMO
areHTa 1 ero NPpou3Bo4HbLIX, €CINN TaKoBble CYLLECTBYHOT, C HU3KUM YPOBHEM MUKpOOpraHU3MoB (okono 10).

BuiOOp CUCTEMBI HEUTpPaNu3aUnn 3aBUCUT OT NPUPOAbLl CTEPUNU3yIoLLEro areHTa. S dMeKTUBHOCTL BbIOPaAHHOM
HEUTPanNU3YHOLWEro areHTa AoMKHa ObITb NPOAEMOHCTPUPOBaHAa A0 Havanna NHakTUBaLUWOHHbLIX NCcrneaoBaHUN.
=.5.3.2 HeT AONONHUTENBbHBLIX YKasaHUM.

E.5.4 Bo3gencreBue Ha maTtepuanbl

=.5.4.1 OTOT NOANYHKT paccMaTpUBaET BO3AENCTBUE CTEPUNUIYIOLLIENO areHTa Ha MaTepuansl, Handbonee LWKUPOKO
MCnonb3yemMble B NPOU3BOACTBE NMPOAYKTA, nogniexalwero crepunusauymn. JomkHbl OblTe OLUEHEHEl U KPaTKOBPEMEHHbLIE,
W [QONrocpoYHble NocnegcTBUA BO3AENCTBUA Ha MaTepuanbl. PaccMOTpeHUe BO3AEUCTBUA CTEPUNUBYIOLLErO areHTa Ha
NPOAYKT NpUBeLEHO B pasgene /.

=.5.4.2 PaccMoTpeHne gomKHO BKMKOYaTh OLEHKY KpaTKOBPEMEHHbLIX U A0NrOCPOYHbLIX NOCNeACTBUN BIUAHUA areH-
Ta Ha MaTepuanbel NPU MHOMOKpaTHOM BO34ENCTBUMN.

=.5.4.3 HeT JONONHUTENBbHBLIX YKasaHUM.

E.5.5 be3onacHOCTb U OKpyXatoLWaa cpena

=.5.5.1 HeT 4ONONHUTENBHBLIX YKasaHUM.

=.5.5.2 NCO 14001 cogepxnT cneundpukaunto ana cucteMol MeHeaXMeHTa okpyxatowen cpeabl. MCO 14040 co-
OEPXUT PYKOBOACTBO MO NPOEKTUPOBaHUIO UCCcrneqoBaHna 4Na oUeHKN XKU3HEHHOIO LUMKNa.

E.6 XapakTepucTuku npouecca u obopyaoBaHusa
HeT 4ONONHUTENBHLIX YKasaHUM.

E.7 OnpeaeneHue NnpoaykKra

=.7/.1 B 3TOM NyHKTE U3NOXEHbLI CBEAEHUSA O NMPOAYKTE, KOTOPbIE paccMaTpuUBaloT NPU OLEHKE CTEPUNN3aLIMOHHOIO
pouecca. CTepunusalUMOHHBIA Npolecc AOMKEH BblaBaTb CTEPUIbHBIA, 6e3onacHbIn N PyHKUNWOHANBLHLIA NPOAYKT. He-
KOTOPpbIE YCNOBUA npouecca MoryT HebnaronpuAaTHO BUATL Ha LUENOCTHOCTE MeAULIMHCKUX U3AENUA U UX YNaKOBKKU. He-
KOTOPbIE YNaKoBOYHbIE Matepuarnbl U YCTPOUCTBA MOIMYT NPENATCTBOBAaTL HOpManbHOMY XO4Yy Npouecca cTepunusauuni.
O3TOMY NMOANIEXUT OLEHKe BMUAHNE CTEPUNMN3ALIMOHHOIO npoLecca Ha MaTepuanbl, Ha pacyeTHbIe XapaKTepUCTUKN N Ha
YNaKOBOYHbLIE KOHPUrypaunKn. Takyro oLeHKY 0ObIMHO NPOBOAAT BO BpeMS pa3padoTKK NpoayKTa.

= 7.2 T1poAyKT MOXET ObITh NOABEPXKEH pasfUYHbIM HANPAXEHUAM NMoA BIMUAHUEM OKpyXatoLlen cpelbl BO BPEMS
CTepunusaunn, Takum, Kak UI3SMEHEHNA AaBreHWA, NoBbILLEHHaA TeMnepaTtypa U U3AMEeHEHUA OTHOCUTENBHOU BNaXHOCTMU.
IpOAYKT MOXET TaKXKe BCTynaTb B peaKkuuto CO CTEPUNTUIYIOLLMM areHToM W/nnu ¢ ndbiM pactBoputenem. KOHCTPYK-
1MA NpoAyKTa AOMKHa rapaHTUpoBaTh, YTO PYHKUMOHANBHOCTE N 6€30MacHOCTb He ByayT yxXyaLWeHbl Noj BO34ENCTBUEM
OXuaaemMoro gnanasoHa ycnosun ctepunusaumn. OObIMHO MaKCUMalbHble 3HAYEHUA YCNOBUW CYUTAKOTCA HanbonbLUen
Harpy3koW Ha NpoAyKT, BKNoYasa yrnakoBky. ECnv NpUMEHUMO, oUeHUBaeTCA apPEKT OT MHOIMOKPaTHOroO BO34EUCTBUSA CTe-
PUNN3aLlMOHHOro npouecca.

[MpoeKTHble 4ONYCKU U KOHUTrypauum
OTO o4eHb Ba)KHO AN obecneyeHmns 3doeKTUBHOIoO BMycKa CTEPUITUIYIOLLIETO areHTa U ero pacnpeperneHus.

CocTaB MaTepUunanobB

BaxkHO BbIBUpaTe MaTepuarnbl, JEMOHCTPUPYIOLLIME afeKBaTHYH YCTOWYMBOCTb K XUMUYECKUM U PU3NHECKUM U3ME-
HEHUAM, Bbl3blBAEMbIM BO3[€ACTBUEM CTEPUMNUIYIOLLIErO areHTa u/unun ntodoro pacTBOPUTENS B OXNWaaeMoOM AnanasoHe
yCcIroBuin ctepunusaumn. CBoWCTBa MarepuanoB, Heobxoaumble ANs y40BeTBOpeHMs TpeboBaHMA K dYHKLMOHANBHOCTH
NpoAYyKTa, Takne Kak domsnyeckas npovHOCTb, NPOHULAEMOCTb, OU3NYECKME pasMepbl U 3MacTUMHOCTb, OLIEHUBALOT MO-
cre cTepununsauuu AN rapaHTuK, YTO STU MaTepuansl NpUueMnemMsl A1 UCMOMNb30BaHMA. ABNeHNA Aerpagaunun (Takue
Kak pacTpecknBaHue, NosiBieHNne XpyrnkocTu N pasaeneHne Ha dasbl) n3-3a BO3AEACTBUA CTEPUNN3ALMOHHOIO npoLecca

22




[OCT P NCO 14937—2012

NOMKHBI ObITb MAEHTUULMPOBAHBI, @ YCTOMYMBBIE MaTepuansl AOMKHbI ObiTb cneunduumpoBaHbl. MaTepuanbl Takke
N OIMKHBI MO3BONATH J0CTAaTOMHYHO nepefadvy UM npoHUKaHne CTEPUIU3YIOLLIEro areHTa, YToObl rapaHTUpPOBaTh CTEPUIb-
HOCTb CTEPUITN3YEMBIX MOBEPXHOCTEN U MaTepunanoB. MaTepuanbl 40SKHbl NO3BOSISAThL BLINOMHATE aspauunio (€cnn npu-
MEHUMO) 3a MPUEMIIEMOE BPEMS N COXPaHATb BuocoBMecTMMOCTb. MeToabl onpeaeneHnss 0CTaTKoB CTEPUITU3YHOLLIETO
areHTa J0MXHbl ObITb BbIOPaHbl M BanManpoBaHbl BO BpeMs pa3paboTky npoaykra. Ecnv npuMeHnMo, oLeHUBAtOT Takke
3 eKT OT MHOIFOKPAaTHOro BO31eCTBMSA NpoLiecca cTepunnsaLnm.

TpeGoBaHUA K yrnakoBKe

OCHOBHasA oyHKUMA YyNaKoBKU NMpKU cTepunusaumn MeauUnHCKUX n3genni 3aknodvaeTtcs B obecnevyeHnm CoxXxpaHeHns

CTEPUNBHOCTU MegULIMHCKOro U3genus B Te4eHUe BCero onpeaeneHHoro Ana Hero cpoka xpaHeHusa. Bo BpeMsa cTepunu-
3auunun ynakoBka JomKHa NpOTUBOCTOATE AEUCTBUIO CTEPUNU3ALUNOHHLIX YCITOBUW, HE OKa3biBad HEraTUBHOMO BIUAHUA Ha
obLLee Ka4yecTBO NpoayKTa (HanpuMep, BblgeneHne 4yacTuu).
bonee aeTtanbHble TpeboBaHMA K ynakoske npuseaeHsl B MCO 11607-1 n NCO 11607-2.
"Ipn BEIOOPE CTEPUNBHOW DapbepPHON CUCTEMBI ANA NPOAYKTa, Nognexallero crepunusaunn, onpegeneHHble Bax-
Hble oaKTOpPbl KOHCTPYUPOBAHNA N NPOU3BOACTBA AOMKHbLI OblTb PAaCCMOTPEHLI B OTHOLLUEHUKW npoLlecca cTepunusaumnu,
npeAHasHa4YeHHOro Ana obpadboTKku npoaykra. Ecnu Tpebyetca obecnevynTb NPOHUKaHKe napa, ocodyr BaXXHOCTb UMEET
NPOHULAEMOCTb YNakoBKU ANA AaHHOU cTepunuayrollen cpedbl. [Ana HenpoHUUaeMbIX yrNakoBOK (Hanpumep, onakoHOB,
amMnyn, anacTUYHbIX NAKeTOB) MaTepuan U KOHCTPYKUMSA yNakoBKW AOMKHbI obecnednBaTh afekBaTHLIA NEPEHOC CTEPU-
NTU3YIOLLEro areHTa K NPoAYKTY. ECnu YacTbio CTeEpUNU3aLMOHHOIO npouecca aBndaeTca yaaleHne Bo3ayxa, yrnakoBKka Tak-
Ke AonmkHa obecneyvnBaTtbh yganeHue U3 Hee Bo3gyxa 0e3 noBpexgeHWn U paspbiBoOB. Te YacTu CTepUnbHOU BapbepHON
CUCTEMBbI UMM KOMMOHEHTHLI MPOAYKTA, KOTOPble NpefgHasHaveHbl 4Nna nogaepxaHna cTepunbHOCTU (HanpumMmep, NpodKu),
0OMXKHBlI NPOAEMOHCTPUPOBATL CBOK CMNOCOOHOCTL COXPaHATL LIENOCTHOCTL BO BPEMSA U MOCNEe BO3AEUCTBUSA Ha HUX MPO-
Lecca cTepununsauum.

[onxHa ObITe NPOAEMOHCTPUPOBaHa CMOCOOHOCTL 3aLLUMTHOW YyNakoBKU COXpaHATbL NPOAYKT BO BpeMA paboThl C
HUM U BO BpeMA ero XpaHeHUsa 1 pacnpegeneHna. Ecnu salmMTHaa ynakoBKa AomnKHa OblTb SKCMOHUPOBaHa B X04e CTEPU-
Nn3aUMoHHOro npouecca, To 4OIKHO ObITh A0Ka3aHo, YTO OHa cnocoOHa BblgepKaTb BO3AeNCTBME nNpouecca 6e3 notepu
CBOEW cnoCOOHOCTU 3alluLlaTh NPOoAYKT. bonee Toro, AONXHO ObITh NPOAEMOHCTPUPOBAHO, YTO BTOPUYHAA YNaKoBKa He
BIMUAET Ha AOCTUXEHUE YCNTOBUNM CTepunmsaLn B xoae BbINOMHEHUA NpoLecca cTepunmusaynm U YTo NOBTOPHAaA CTEPUNK-
3alUnsa, ecnu TakoBaa NoHago0UTCA, He NOBMUSAET Ha Ka4eCcTBO BTOPUYHOW YMaKOBKW.

Chnepyert Takxke yaennte BHUMaHue TpebosaHnam MCO 17664,
=. /.3 HeT A0NONHUTENBHBLIX YKa3aHUM.
=. /.4 HeT BonoNHUTENBHBLIX YKasaHUM.

E.8 OnpegeneHue npouecca

=.8.1 OnpefeneHne npouecca BhINOMHAKT C LUeNblo HaxoX4eHUA napaMeTpoB CTEPUNNU3aUNOHHOIo npouecca, Ko-
TOpbIE MO3BOMAKT AOCTUMHYTL cneundnunpoBaHHbIX TPeboOBaHUA K CTEPUNBHOCTU ANA onpeAeneHHOoro npoaykra 6ea
oTpuLlaTensHOro BO3gencTeMA Ha ero doyHKUMOHaNbHOCTL. TakuM obpasoM, onpeaeneHne npouecca BKIKYaeT B cebs,
Kak MUHUMYM, AB€ YacTWn padoThl: 04Ha HanpaBfeHa Ha OUeHKY BNUAHWA (€CIN TaKOBOE CYLLECTBYET) paga BO3MOXHbIX
3Ha4YeHUW NnepeMeHHbIX npouecca Ha NPOAYKT U yNaKoBKY, BTOpaa HanpasneHa Ha onpeaeneHne napaMeTpoB npolecca,
KOoTOpble 0becneYaT yaAOoBNeTBOPEHNE cneUnduumMpoBaHHbIX TpeOoBaHUN K CTEPUNBHOCTU NPOAYKTA.

[TOCKONBKY cTepunusauma oObIMHO He ynydllaeT XapaKTepUCTUKWU NpoAyKTa, BO BpeMa onpegeneHna npolecca
cnefyeT TWaTenbHO BbIOUpaTh 3Ha4YeHUA U AONYCKU KaXXQ oW NepeMeHHON npolecca. Kak npaBuno, Te NepeMeHHbIE, KOTO-
pble NMpU yBENMUYEHNN 3HAYUTENBHO yNy4dllatoT aPEKTUBHOCTL CTEPUNU3aALIMK DBe3 yxXyaLLEeHNA XapaKTePUCTUK NPOAYKTa,
0OMXKHblI ObITb MaKCUMU3NPOBaHbLI BO BpeMA onpeaeneHna npouecca. M HaobopoT, Te nepeMeHHble, KOTOPbIE NPU yBe-
NUYEHUN 3HAYUTENBHO YXYALLAKT XapaKTePUCTUKM NpoayKkTa 06e3 noBblleHNa 3 eKTUBHOCTU CTEPUNU3aLINN, AONXHbI
OblTb MUHUMN3NPOBAHLI BO BpeM4a onpefeneHna npouecca. B 4ononHeHWe K 3aTOMY, €CNKU CYLLECTBYET NOPOT, NPU NPEBLI-
LLUEHWUW KOTOpPOro HabnogaeTca 3aHa4YUTENBHOE YXYALUEHNE XapaKTEPUCTUK NMPOAYKTa UM YNaKOBKW, TaKOW MOpPOr AOMXeH
ObITb JOKYMEHTUPOBAH.

XOTA U XKenaTenbHO BhINOMHATE OLEHKY BCEX OCHOBHLIX U 3aLlUUTHLIX YNAaKoBOK B X0o4e uccrnegoBaHUin onpegeneHuns
npoLecca, 3TO He BCerga BO3MOXHO. B OONbLUMHCTBE crnyvyaeB cTepUnbHaa bapbepHada cUcTeMa MOXET U AOMKHa ObITh
MCMONb30BaHa B UCCNefoBaHUAX onpedeneHnsa npouecca, Tak Kak oHa MOXET BNUATEL Ha CKOPOCTh AOCTUXKEHUSA YCITOBUN
cTepunusaunn. Ecnu ana stux UccneaoBaHUW UCNONBL3YETCA SKCNEPUMEHTanbHoOe cTepunu3aunoHHoe obopyaoBaHue,
3TO MOXET He AaTb BO3MOXHOCTU NMogodpaTh 3allUTHYH yNaKoBKy, KOTOopaa Morna Obl Takke NOBMUATL Ha AOCTUXEHUE
YCITOBUW cTepunusauynn. bonee tToro, aoPpeKTUBHOCTE CTEPUNU3ALUNMOHHOIO NpoLecca MOXET 3aBUCETh OT KOHUrypauumu
3arpysku, ee Macchbl, MMOTHOCTU U T. 4. [10 3TUM NpUYUHAM XKenaTenbHO BbINONMHUTL UCCefoBaHUA Mo onpeaeneHno npo-
Lecca, rge 3To BO3MOXHO, Ha 00opyaoBaHWK, KOTOPOE B AalnbHelllem dyaeT paboTaTth € 3arpy3ko. XoTS BNUAHUE CTEPU-
Nn3aUMOHHOW 3arpy3km OyaeT oLeHeHO BO BpeMA Banuaaunm, pekoMeHayeTca NpoBEeCTU ero OLEHKY Kak MOXHO paHblLUe,
Ha cTaguun pa3paboTKnU, ecnun 3TO NPaKTUYECKN BO3IMOXHO.
= 8.2 CtepununsaunoHHbIA npouecc onpeaenaeTcy, 6asnpyacb Ha MHaKTUBaLMWU MUKPOOPraHU3MoB. OTU MUKPOOP-
raHNU3Mbl MOTYT ObITb Kak €CTECTBEHHbLIM 3arpA3HEHUEM Ha NMPOAYKTE, TaK U KOHTPONMbHBIMUA MUKPOOpraHuaMamMn, npeacran-
NALLMMKW TaKyo Xe OONbLUYH Harpysky Ang CTepunmaauUnoHHOro npoLuecca, Kakyro MOXET NpeACcTaBNATL €CTECTBEHHAS
OnoHarpyska npoaykra. CyLwlecTBYET, 04HaKo, onpegeneHHoe YUcno craguin onpeaeneHnsa adppeKTMBHOCTU npoLecca,
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KOTOpble AOMKHbl ObITh BEINOMTHEHL! ANA NONy4YeHUA YBEPEHHOCTU B NMPaBUNBHOCTU BbIDOpa NapaMeTpoB npouecca. Ecnu
OOMXKHbI ObITb UCNOMNBb30BaHbLl ODMONOrMYeckne UHANKATOPLI, 3TWU CTaaun OyayT BKNYaTh B cedA BLEIOOP OMONOrnyecKnx
MHAWKATOPOB, onpeaeneHne 30H, Hanbonee TpyaHO NogaaroLLUnXcs cTepunusaumnn, oLueHKy neTanbHOCTU B 3TUX 30HaX, a
TakKe OLUEHKY BIUAHUA yNnakoBKU U KOHQUrypaLum sarpysku.

M3 ananasoHa 3HaYdeHUN U3yYeHHbIX NepeMeHHbIX npouecca gna BCeX NMPOUECCHBIX NepeMeHHbIX, KpoMe O4HON,
0OMKHO ObITb onpefeneHo eqUHCTBEHHOE 3HAYeEHWE C COOTBETCTBYOLLNM AonyckoM. OOBIYHO NpoLecCHaa nepemMeHHas,
KOTOpaa He onpeaenaeTca — 310 BpeMA. [na nonyyeHua KpUBOW BLIXKMBAEMOCTU BLIMOMHAT CEPUID UccneaoBaHUN,
KOTOPYH SKCTpanonupyroT A4na obecneveHUs NONHOro onpegeneHua npouecca. opma KpUBOW BbIXKMBAEMOCTU MOXET OT-
nuyaTbCca OT TOW, KOTopaa Habntoganachk B NpeablayWwmnx nccneaoBaHuax 4ns xapakrepusaumn CTEPUNU3YIOLLENO areHTa.
HanpumMep, KpuBaa BbKMBAEMOCTU, NONyvYeHHaa BO BpeMdA xapaKrepusaunn, Morna UMeTb BUA NPAMOU NTUHUU. 3TOMO
MOXHO ObINO OXKAaTb, Korga napaMeTpbl npouecca NONHOCTBH AOCTUMHYTLI K Hadany gasbl SKCNO3ULUUKU U NOMHOCTLIO
cOpoLleHbl B KOHUe a3kl cTepunusaumn. OaqHako npu U3MepeHUn UHakTuBaunum B Handonee TPyAHO CTEPUNTU3YEMOM
MeCTe npoLecCHble NapaMeTpbl MOryT ObITb HE NONHOCTLIO AOCTUMHYTHI B Ha4ane npouecca U He NONMHOCTLI0 COPOLLEHDI K
ero OKOHYaHuK. 3TO crnyvan, TUNMUYHBIK ANA NPoLeCccoB, BKNOYaOWMX B cedA HarpeB UNKU BNYCK U NPOHUKHOBEHUE rasa.
B nogoOHbIX cny4vasax adPeKTUBHOCTL CTEPUNMUIYIOLLIErO areHTa OyaeT Bo3pacTaTbk CO BPEMEHEM N KPUBASA BbIXXKMBAEMO-
CTW OyAET UMETL BN BOTHYTOM KPUBOW OTHOCUTENBHO ock X, OgHaKo HU B KaKOW MOMEHT BPEMEHU CKOPOCTL MHAKTUBaLINK
HEe MOXET ObITb DoNnbLUe TOW, YTO Habntoganack BO BpeMa UCCNefoBaHUA C Lenblo Xapaktepusaunn. M HaobopoT, ecnu
MPOLECCHbIE NapaMeTPbl YMEHLLUAKT 3Ha4eHNe BO BpEMEHU, MUKPOOOUKNAHLIA SheKT CTEPUNU3YIOLLErO areHTa byaer
yXyaLWaTbCa N KpuBas BbKMBAEMOCTU NPUMET BU, BINYKIbIN OTHOCUTENBHO OocK X. B STOM cnydae pUCK NMpu npeackasa-
HWUWN KOHEYHbIX TOMEK CTAHOBUTCA DonbLUe N peKOMeHAYETCA OLUEHUTb ApYyrMe 3Ha4eHUsA NPoLUECCHbIX NEPEMEHHLIX.
=.8.3 Ona BbiOopa duonornvyeckoro HANUKaTopa cnefayet npoBecTn 0030p AaHHbIX, NONYyYEeHHbLIX NPU UCcneaoBa-
HUAX MUKpODOKHonorndyeckon nHaktTueaunm (cm. £.5.3). buonornvecknin nHagukKaTop A0mMKEH UMETL OTHOCUTENBHO BbICOKYIHO
CONPOTUBNAEMOCTb K CTEPUNU3YIOLLIEMY areHTy No CpaBHEHWUIO C APYIMMU MUKpoOOpraHuaMmamu. B 4ONoNTHEHUE K STOMY Ha-
"PY3KY, NpeacTaBnaemMyro OMONorMyeckUM MHANKATOPOM, CNedyeT cpaBHUBATL C OMOHArpy3kon NpoaykKra nu, ecnn sta Ha-
"Py3Ka bonbLue, 4yeMm BUoHarpyska npogykra, OMonorn4ecknin NHANKaATOP MOXHO CYMUTaTh NOAXOAALUNM ANna onpefeneHuns
pouecca U nocneayroLwmnx BanMgauMoHHbIX uccneaoBaHUid. XoTa U HET HEOOX0AUMOCTU B onpeaeneHnn saHadeHna D ans
KaX0ro n3onata OUOHarpy3sku, BaXKHO OLUEeHUTb Hanbornee pe3nUCTEHTHYH YaCTb NONynauUnmn OMONOrMyeckom Harpysku. OT-
HOCUTENbHAaA MHaKTUBaL NS MOXET ObITb OLlEHEHA Yepes3 CTyNeHYaToe BO3AENCTBUE CTEPUMNIYIOLLIETO areHTa.

Korga OMonornyeckun MHAMKaTop BelbpaH, ycTaHaBNMBakOT NOAXOASALLEE MECTO €ro PacnofiOXeHUA BHYTPU NPoaYK-
Ta. OnpegeneHne N yTBepXaeHne 3Toro MeCTONONOXeHNUA MOTyT ObITb OCHOBaHbI Ha SKCNEPTHOM OLIEHKE CTepUnnsaum-
OHHOro npouecca U JOKYMEHTUPOBAHHOM OOOCHOBaHUN TOrO, NO KaKoW NpUYnHe aHHOE MeCTO ABNAETCA €QUHCTBEHHbLIM,
rae OyayT NONHOCTBI AOCTUTHYTHI YCNOBUA cTepunusaunn. Ecnmn Takoe eANHCTBEHHOE MECTO HE MOXET ObITb YBEPEHHO
yKasaHo, Torgaa crefgyet OUEHWUTb HECKONMBKO MECT, B KOTOPLIX NMpeAnonoXUTenbHO Hanbonee CroXHo obecne4vnTb YcC-
NoBUA cTepunmsauun. bunonorndeckme MHAWKaTopbl pacnonaratT B KaX4oM U3 3TUX MECT BHYTPWU NpoayKTa WU NpoayKT
noAaBeprarT BO3LENCTBUIO HECKONBKUX CTEpUNU3aLMOHHBIX nNpoueccoB. MecTo, rge NoCTOAHHO HabngaeTca Hanbdonb-
Lee YUCMO BBRKUBLLUMX MUKPOOPraHNU3MoB, AOMKHO ObITb BbIOpaAHO B Ka4ecTBE TOUMKU ¢ Haubornee TpyagHO AOCTUXUMbBIMA
YCNTOBUAMW CTepUnunsaunu.
=.8.4 HeT 4ONONHUTENBHBLIX YKasaHUn.

—.8.5 HeT gononHUTENBHBIX YKasaHUM.

=.8.6 HeT 4ONONMHUTENBHBLIX YKasaHUn.

=.8.7/ HeT AONONHUTENBHBLIX YKasaHUn.

=.8.8 Ecnn oueHka pucka anga 340poBbsA, BbINOMHAEMaa B COOTBETCTBUU ¢ TpeboBaHUAMKU 8.8, oOHapyXUBaeT
OCTaTKN CTEPUNUIYIOLLIEro areHTa, AN KOTOPOoro AOMXHbl ObITh YCTAHOBMNEHLI AONYCTUMBIE NpeAens!, onpeaeneHne npo-
Lecca AOMKHO OblTb HanpaBneHO Ha MUHUMU3ALMIO CYLLECTBOBAHUSA TaKUX OCTATKOB Ha MNPOAYKTE UMW BHYTPWU HEMo C
cobntogeHneM cneyndnumpoBaHHbIX TpPeboOBaHM K CTEPUNTBHOCTU. B AONONHEHNE K STOMY BO3MOXHO MOHaA00UTCA Bbl-
TONHUTL onpegeneHune noctoobpadboTkM ANa ganbHeNLWero yMeHbLUEHNA KONMYECTBa OCTAaTKOB C LENb BOUTU B cneumndu-
1MpOBaHHbIe Npeaenkl. Ecnn noctobpadboTka HeobxoauMa, ee onpeaenaroT U BanNmUAUPYIOT Kak YacTb CTEPUNU3ALUMOHHOIO
polecca.

=.8.9 Ecnun npoaykT goneH ObITb CTEPUNN30BAH MNOBTOPHO NMOO0 B Ka4eCTBE YacCcTh ero UCNonb30oBaHUA Mo HasHa-
YeHUH, NMMOO Nocne Heyaa4vyHOoro rnpoLecca cTepunusaunm, NPUrogqHOCTb NPOAYKTa U YNakoBKM K MOBTOPHOW CTepUnusauunu
N pesynbTaThl BO34ENCTBMA NOBTOPAKLMXCA 3KCNO3NLMA Ha DYHKUNOHANBHOCTL NPoAYyKTa AOMXKHbI ObITk UCCeqoBaHsbl.
=.8.10 HeT A0NONHUTENBHLIX YKasaHUn.

E.9 Banvgauus

E.9.1 O6waa nucbopmauus

BanuaaunoHHble nccnegoBaHUa COCTOAT U3 MUHUMYM TPEX OCHOBHbLIX 3NeMEHTOB, Kak onucaHo B E.9.2—E . 9.4

E.9.2 ArTecTauusa moHTaxa (IQ)

[1na HoBoro ooopynoBaHua atrectauna MoHTaxa (IQ) Ha4YMHaeTca ¢ onpeaeneHna NPoeKTHbIX TpeboBaHU, Tpebo-
BaHWN K 3aKynKke u TpeboBaHUN K MOHTaXy. ATTecTauna MOHTaKa DasnpyeTca Ha cneyndnkaumax, KOTopble rapaHTUPYIOT,
YTO TPeOOBAHUA K KOHCTPYKUUM N K MOHTaXY BbIMOMTHEHLI. ATTECTaUMa MOHTaXa AOJTKHa OblTb AOKYMEHTUPOBaHA, a A OKYy-
MeHTaLUMA AOoMXKHa BKIKOYaTh B ¢eba YepTeXn 1 NoapoOHOCTN BCEX KOHCTPYKLUNOHHBIX MaTepuanoB, pa3MepoB U A0MYyCKOB
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KaMepbl, B KOTOPYH OyaeT NnoMelleHa 3arpyska (ecnv NpUMEeHNUMO), NoAAepXKUBaOLLNX U NUTaLWKUX cpel U UCTOMHUKOB
NMUTaHUSA.

Pe3ynbraTthl aTTecTaun MOHTaXa AOMMKHbI OblTb YTBEPXAEHbI Nepen BbIMONMTHEHUEM aTTecTauuu akcnnyartauun
(OQ) obopyaoBaHUA.

E.9.3 ATrTecTtauusa akcnnyartauuu (OQ)

ATTectauna skcnnyataumn (OQ) COCTOUT U3 AOKYMEHTUPOBAHHLIX UCMbITAHUA O0bopyaoBaHWA B npeaenax ero
cneynpmuuUnpoBaHHbIX U YCTAaHOBMNEHHbLIX paboynMx AnanasoHoB ANA NpOBEPKM HeNpepbIBHON paboTOCNOCOOHOCTU. ATTe-
cTauMa akcnnyataumm AomkHa OblTb JOKYMEHTUPOBaHa U yTBEPXAEHa Nepeq BLINONHEHUEM aTTeCcTaluMn IKCAyaTupye-
Moro obopyaoBaHua (PQ). JJokyMmeHTauMa AonXHa BKNoYaTb NogpOOHOCTU paboThl CUCTEM TPEBON, CUCTEM MOHUTOPUHra
C AonycKkaMn Ha peakuuo n TpedoBaHMAMU K TOMHOCTK, pabodne npefenbl BCEX KPUTUYECKUX NMEPEMEHHBIX MpoLecca W
NPOBEPKY YCTPOUCTB U PYHKLNNA Be30MacHOCTH.

E.9.4 ATTecTauua akcnnyarupyemoro obopygosaHua (PQ)
=.9.4.1 HeT 4oNONHUTENBHBLIX YKa3aHUM.
=.9.4.2 ATtTecTauyua skennyatupyemoro obopynoBaHua (PQ) COCTOUT N3 AOKYMEHTUPOBaHHbBIX UCMNbITaHWIA, BbIMOJ-
HAEMbIX 419 NofiydeHUs YBEPEHHOCTU B TOM, YTO KOHEYHbLIM NPOAYKT, NPpOoU3BedeHHbIN cneundpuumpoBaHHbIM NpoLEeCcCOM
Ha cneundpuunpoBaHHOM 00opyaOBaHUN, OTBEYaET TpeboBaHMAM De30MacHOCTH, KavyecTBY U pabounM XapaKTepUcTUKaMm.
Micnonb3oBaHWe B UCNBITAHUAX NPOAYKTa, BbINONMHAEMOE TEM e CnocoOOM, YTO U NPU PYTUHHOM €ro UCNoNb3OBaHUK, AB-
NAETCA BaXHbIM 3MNeMEHTOM aTTecTaumMn sKkennyatunpyemoro obopyaosaHua (PQ). B gononHeHne K npoaykTy MOryT ObITh
MCNONb30BaHbl U APyrne Mmatepuansl, YTOObl MOXHO ObINO COCTaBUTb CTEPUNN3ALMOHHYIO 3arpys3Ky.
=.9.4.3 T1poayKT, UCNOMb3yeMbIN NMPKU aTTeCcTaUnK aKcnnyaTupyemMoro ooopyqoBaHUs, yrnakoBbIBAaeTCA TEM XKe CMo-
CcODOOM, KOTOPbLIK AOMNXEH UCNONb3oBaTLCA B PYTUHHON paboTe, HO Apyrue MaTepuansl, TakKe NCnonb3yeMble Npu aTTecTa-
LMK 3KCnnyaTupyemoro obopygoBaHua, MOryT He TpeboBaTb yrnakoBbiIBaHUA TakMM CnocoOoM. MI3BMeHEHUEe NepPeEMEHHbIX
npouecca, CNOCOOHLIX NOBMUATL HA KA4YeCTBO YNaKoBKW NPoAYKTa, AOMKHO ObITb YaCTb UCMbITaHWUN.

=.9.4.4 HeT ONONHUTENBHBIX YKasaHUu.
=.9.4.5 HeT gonoNHUTENBHBLIX YKasaHUM.
=.9.4.6 HeT 4ONONHUTENBHBLIX YKasaHUu.
=.9.4.7 HeT ponoNHUTENBHbLIX YKasaHUM.
=.9.4.8 HeT 4ONONHUTENBHBLIX YKasaHUu.
=.9.4.9 HeT gonofHUTENBHbLIX YKasaHUM.

=.9.4.10 HeT A0NONHUTENBHBLIX YKa3aHWUM.

=.9.4.11 HeT 4ONONHUTENBHBLIX YKasaHUM.

=.9.4.12 HeT A0NONHUTENBHBLIX YKa3aHWUM.

E.9.5 AHanu3 n yTBepXXaeHue pe3ynbkraTtoB Banunaauum
HeT AONONHUTENBHBIX YKasaHun.

E.10 Tekywme MOHUTOPUHTI U KOHTPOIb

=.10.1 Tekywme MOHUTOPUHI N KOHTPOMNb CTEPUNMN3ALMOHHBLIX NPOLIECCOB OCHOBaHLI, B NEPBYIO odepeib, Ha N3Me-
PEHUN OCHOBHbLIX NapaMeTPOB B X0Ae CTEPUNU3aLIMOHHOIO npouecca. MoXeT noTpeboBaTbCA NoAAEPKKA 3TUX UBMEPEHUN
NyTeEM NUCNOSb30BaHNUA ONONMOrMHYECKUX UNN XUMUYECKUX NHANKATOPOB.

[Tpouenypbl TEKYLLErO MOHUTOPUHIA U KOHTPONSA HeoOxoauMbl ANA YBEPEHHOCTU B TOM, UTO NapaMeTpbl CTEPUTK-
3aLMOHHOro npouecca HaxoA4AaTCA B YCTaHOBINEHHbLIX Npedenax B Te4YeHne atTecTtaumMmn akennyatnpyemoro odbopyaoBaHuA
(PQ). OTn npouenypbl A0SKHBI ONMUCLIBATL UCNBITAHUA U MPOBEPKU, N NEPUOANYHOCTL, C KOTOPOU 3TU UCMbITAHUA WU NPO-
BEPKWN crieAyeT BbINONMHATD.
=.10.2 B gpononHeHue K ckazaHHOMY onpeaenatoT TOUKWM HEMOCPEACTBEHHbLIX 3aMepOoB ANA TeKyLLEero MOHUTOPUHra,
Takme e, Kak MecTa pacnonoXeHna OUoNorM4ecknx Nnn XMMmMYecknx MHANKaTopoBs. [1paBUnbHOCTL BLIOOpaA TOUEK TEKY-
LLlero MOHUTOPWHra U NMObLIX UCMOMb3YEMbIX YCTPOUCTB ANS UCNLITaHUA npolecca AomKkHa OblTb AoKa3aHa (cM. 9.4.4).
=.10.3 HeT 4ONONHUTENBHBLIX YKa3aHUM.
=.10.4 Ecnu npoayKT CTepUNN3oBaH NOBTOPHO U3-3a TOro, YTO Ha4vanbHOE BO3AENCTBUE CTEPUNMU3ALIMOHHOIO Mpo-
Llecca BbIXOAWNO 3a nNpefensl ero cneundpunkaumm (cMm. Takke £.8.9), 3anucb 0 NnepBUYHOM CTEPUNU3ALMOHHOM NpoLlecce
0OMKHa ObITb BHECEHA B 3anUcK 0 cTepunusaumm nndo Ha Hee A0MKHa ObIThb CAenaHa Ccehifnka.
=.10.5 HeT gONONHUTENBHBLIX YKasaHUM.
=.10.6 HeT AONONHUTENBHbLIX YKasaHUM.

E.11 BbinycK npoayKTa nocrie ctepunusayumn

=.11.1 Ecnu cTtepunusaumMoHHbIW npouecc, AeUCTBYOLLNNA B Npefenax ykasaHHbIX 40NyCKOB, NpogeMOHCTpUpoBarn
CBOK 3PPEKTUBHOCTL U BOCNPOUIBOAUMOCTL, TO NOATBEPXAEHUE TOrO, UTO NapaMeTpLl Npouecca HaxoAunuUck B cneLn-
pununMpoBaHHbIX Npegenax, NPUHUMaETCA KaK JoKa3aTenbCTBO afekBaTHOCTU npoLlecca.

PasnuyHble hapMakonen cneunpuUnpyroT UCNBITAaHUA Ha CTEPUNBHOCTb, KOTOPble MOTYT ObITb NPUMEHEHLI K 00-
pasuaM, U3bATLIM U3 NAPTUU NPOAYKTa, NOABEPrHYTON CTEPUNU3ALMOHHOMY npoueccy. LIeHHOCTE BLINOMHEHUA TakuX Npo-
BEPOK Ha CTEPUNBHOCTE OrpaHn4YeHa no nNpuyYmMHe YyBCTBUTENBHOCTU MeToda. HacToAawnn cTaHaapT He TpebyeT npume-
HEHUA NMPOBEPOK Ha CTEPUNbHOCTL. O4HaKO, eclu U3roToBUTENb crneuyndpnumpoBan Takyro NPOBEPKY Kak YacTb KpUTepus
0114 BbIMyCKa NpoAYyKTa nocrne crepunusaummn, NpoayKT paccMmaTtpmBaroT U 0bpabaThiBaloT Kak HECOOTBETCTBYOLLUNINA, eClA
KPpUTEPUN NPOBEPKU OKaXKYTCA HEAOCTUTHYTBIMU.
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=.11.2 TlapaMeTpuUyecKnin BbiNyCK ABNAETCA AeKnapaunein ageKBaTHOCTU CTEPUNn3aLUnn Nnpoaykra, dasnpyrolen-
CA Ha HeNnocpeACTBEHHOM U3MEPEHNU U OLEHKE NapaMeTPOB npouecca. [na napaMeTpuyecKkoro BbilMycka He TPebyHTCA
HW 0Dpasubl NPOAYKTa, HU UHAWKATOPbI.

[onycTUMOCTb NapaMeTpuYecKoro BelNycka AoMMKHa ObITh NPOAEMOHCTPUPOBaHa B Xo4e pa3padoTKu U Bannaaunm
CTEPUNUN3ALMOHHOIO npouecca. [na Toro 4tobbl ObINO BO3MOXHO NPUMEHEHNE NapaMeTPUYEeCKOro Beinycka, BCe Napa-
METPLI Npouecca AOMXKHbI ObITe onpeaeneHbl N ObITb OOBLEKTOM MOHUTOPWUHMA, ANA BbINyCcKa NpoAyKTa 3Ha4eHUA napa-
METPOB NpoLecca AOMKHbI NeXaTb B Npeaenax cneunpuumpoBaHHbIX 40NyckoB. [NapaMeTpuiecKnil BeINyCK MOXET ObITh
NMPUMEHEH TOMNBLKO TOrda, Korga ecTb 00nbLWOoW ONbIT UCNOMNL30OBaHMA npouecca ctepunnsaunn. OBBIYHO BO3MOXHOCTL
napaMeTPUYECKOro BbiMycka oLeHnBaeTca OonblUen YacTbio ANS onpeaeneHHoro CTepUnn3aunoHHoro npouecca n onpe-
NEeNeHHOro NpoaykKTa, Yem ana oouwero NpuMeHeHNs.
=.11.3 Ecnn gna Beinycka NpoayKTa AomkHbl OblTb NCMOMb30BaHbl DMONornyeckme MHAUKaTop.!, 3anncu o usnye-
CKMX NapameTpax npouecca W pesynesraTtbl NPOBEPKU MHAWUKATOPOB CcrnefyeT cpaBHUBaTL A4NA Ae€MOHCTpauUUn apdPpeKTUB-
HOCTU NPOXOXAEHUSA CTEPUNMNU3aALIMOHHOIO Npolecca.

PYKOBOACTBO MO BLIOOPY, MCNONBL3OBAHUIO U UHTEPNPETALUMK pe3ynbTaToB ODUONMOrMYeCcKMX UHAUKATOPOB NPUBEAEHO
B NCO 14161.

=.11.4 Heyaada B JOCTUXKEHUWN NMPOLIECCHBIX cneundukaunin Unn HeCNnocoOHOCTL MHAMKaTOPa YAOBNETBOPUTL €0
cneyndpmunpoBaHHble TpeboBaHUA 4OMMKHA NPUBOAUTL K NOMELLEHUIO 3aTPOHYTOro NpoAyKTa B KapaHTUH U NPOBEAEHUIOD
paccnefoBaHna HeyadavHoro npouecca. encTeBua, npeanpuHUMaemMble BO BPEMSA paccnenoBaHus, AOMMKHbI OblTb AOKY-
MEHTUPOBaHLI, a pe3ynksTaThl paccreqoBaHna 3anucaHbil.

ECIU nNapaMeTpbl npouecca HaxoaAaTcsa 3a npegenamMu nx cnednuunpoBaHHbIX 40MYCKOB, NPOAYKT HE NOANEXUT
BbINYCKY. [MpOAYKT NOANEXNT OLEHKE B COOTBETCTBUU € Npoueaypamn obpaboTKn HECOOTBETCTBYIOLLEN NMpoayKUNK. Pelle-
HWE OTHOCUTENIBHO pasMeLLEHNA Takoro NpoaykTa 40MKHO ObITh 3anncaHo.

E.12 lNoapepxaHue acpdpeKTUBHOCTU Npouecca

E.12.1 Obwue TpeboBaHuA

HeT 4ONONHUTENBHBLIX YKasaHUM.

E.12.2 lNepekanubpoBKa

HeT 4ONONHUTENBHBLIX YKasaHUM.

E.12.3 Ob6cnyxuBaHue obopyaoBaHuUs

HeT 4ONONHUTENBHLIX YKasaHUM.

E.12.4 lepeaTTecTauua

=.12.4.1 1na 3aWwnTel OT HEYHYTEHHBLIX UMK crnyYauHbIX U3MEHEHUU criedyeT nepuogunyeckn noBTOPATE BbIMOTHE-

HWe aTTecTaunn yCTaHOBMEHHOrO 000OpyaoOBaHNA, aKCnnyaTauun, aKkcnnyaTupyemoro obopyaoBaHuUa YacTUMHO UMK NOJSI-

HOCTBH. MHTepBan MeXxay nepuogamun nepearrectauUnm gormKeH OblTb onpeaeneH ncxoaa n3 Nnpupoabl CTepunusaumnoH-

HOro Npouecca N Konuyectsa 4OCTYNHLIX AaHHBLIX npouecca. VIHTepBar MOXET MEHATBCA C YYETOM UCTOPUYECKUX AaHHbIX,

OEMOHCTPUPYIOLLUX BOCNPOU3BOAMMOCTE NpoLecca U COOTBETCTBUE MapaMeTpoB npoLecca yCTaHOBMNEHHLIM crnelngu-

Kaunam. OBDbIYHO nepeaTtTecTauuMio cneayeT BbINOMHATE NMNMOO co cneunpuuUMpoBaHHON CTEPUIU3ALMOHHON 3arpy3Koun,

nmubo ¢ onpeaeneHHbIM NMPOAYKTOM UK ero Mutatopom. OaHaKo, ecnu nepeartrectayma oOHapyXMBaeT U3SMEHEHNE B

npouecce, MOXET NOHaZ00UTLCA BLINOMHEHWE aTTecTalMn SKecnnyaTupyemMoro obopyaoeaHuna (PQ).

=.12.4.2 Pesyneratel NpeablgywmMx Banugaunini 1 nepeatrectaunini 4O0MmMKHbI OblTb paCCMOTPEHBLI NMPU MPUHATUN pe-

LLIEHUA O npoueaype nepeatrectauui.

=.12.4.3 [JaHHble nepeatTecTaunn AOMXKHblI OblTb CpaBHEHbLI C 3anMUCAMU NEPBUYHOM Banuaaunm (U nrodbliX Mo-

CNeayrLNX nepearrectauMin) Ans nogTBEPXKAEHUA COXpaHEHUA HadanbHbIX padbodvnx XapakTePUCTUK. ITO CpaBHEHUE

obneryaeTcs Ucnonb3oBaHMeM o0LWero (YHUpUUnMpoBaHHOro) chopmata ANa OTY4ETOB O Banuaaunn N nepeatrecraluu.
E.12.5 OueHKa uameHeHUn

[TpumedaHne — CUCTEMY KOHTPONMA M3MEHEHUW UCNONBL3YIOT ANA onpeaeneHna HeobXo4MMOCTU NOBTOPHON
atTecTayum aKcnnyataumm unu atrectaumm akcnnyatupyemoro obopyaoBaHua. ATTtectauma HeoOXxoguma, ecrnn cTepu-
nu3ayuMoHHoe 0bopyaoBaHNe NOABEPINOCH CYLUECTBEHHLIM U3MEHEHUAM (annapaTHbIM UK NPOrpamMmMHBIM) UN €ClNA B
npouecc (cM. E.12.5.1), npoayKT uUnun ynakoBky (cMm. E.12.5.2) ObiNn BHECEHLI UBMEHEHNA, CMOCOOHLIE NOBNUATL Ha ad-
PEKTUBHOCTEL CTEPUNU3ALINNA.

=.12.5.1 Huxe npuBegeHbl npuMepsl (He 00A3aTenbHO BCEOXBATLIBAKOLLME) UBMEHEHWUIW, KOTOPbLIE MOTYT NOTPebo-
BaTb BbLINOMHEHUA aTTecTauumn skcnnyatupyemoro obopyaosaHma (PQ), ecrnn OTCYTCTBYIOT AaHHble, e€MOHCTpUpYyoLLMe
PABHO3HAYHOCTL 40 U NocCne Takux USMEHEHUMN:

a) ObopyaoBaHue: U3MEHEHUA, KOTOpblEe BMUAKT Ha CNOCOOHOCTbL NogAepXuBaTb cneunduUUpoBaHHbIE Napa-
METpPbI npouecca, U1 USMEHEHUSA CTEPUNUIYIOLLIErO areHTa U/Unn ero npegcraBneHus.

b) lNpouecc: NAMEHEHNA B npouecce, KOTOpble MOMyT CYLLECTBEHHO U3MEHUTL CNOCOD, KOTOPLIM AOCTUraKTCA U
KOHTPONMUPYHOTCA NMapaMeTpbl Npouecca (Hanpumep, U3MEHeHUA B NporpaMMHOM obecneveHUn CUCTEMbl yrnpaBneHUN
NPOLIECCOM).

C) 3arpyska npoaykunu Unun nioTHOCTL. USMEHEHUA B NpeaBapUTenbHO BanuanpoBaHHbLIX 3arpy3odHbIX KOHOUTY-
pauusx, KOTopble MOTyT MOBNUATE Ha MPOHUKHOBEHUE CTEPUNU3YIOLLLErO areHTa B 3arpyskKy.
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=.12.5.2 Huxke npuBegeHsl npuMepbl (He 06A3aTENbHO BCeOXBaThbIBaOWME) UIBMEHEHUIA, KOTOPLIE MOTYT NOTPEbOo-
BaTb BLIMNOMIHEHUA aTTecTauumn akcnnyaTupyemoro odbopyaosaHua (PQ), ecnn OoTCYTCTBYHOT AaHHble, AEMOHCTpUpPYHOLLNE
PaBHO3HAYHOCTb 40 U NOCre Takux U3SMEHEHUN.

a) [NpoAyKT: N3AMEHEeHUA MaTepUnanoB NPOoAYyKTa, UX cocTaBa UMK TONLWKWHBLI, cnocoboB COOPKN NPOAYKTA, KOHCTPYK-
LMOHHBIX UMW pacYeTHbIX A0OMYCKOB, KOTOPbIE MOIMYT MOBMAUATL Ha 3P PEKTUBHOCTL CTEPUNU3ALMOHHOIO npoLecca.

b) YnakoBKa: U3MeHEHUA B KOHCTPYKUUW YNaKOBKU, KOTOpPbl€ MOMYT CYLLLECTBEHHO MOBMUATL Ha PU3NYECKUE CBOU-
CTBa yNaKoBKU U AOCTUXEHWE YCNOBUU CTEPUNU3aLINN.

Tabnunua E.1 — BnemeHTbl XapakTepuUCTUK CTEPUNUIYIOLLIErO areHTa, pa3paboTky, Banunaaumm U TEKYLLEro KOHTPOss
CTEpPUNM3aLMOHHOMo npoLecca

oneMeHTbl lasHaveHuKe KOMMOHEHTHI OTBeTCTBEHHbIE CTOPOHbI
Cucrema ObecneynTb CTPYK- - [lepcoHan n TPEHWUHTr; Bce CTOPOHBLI B YacTu, Kacatro-
MeHeaXMeHTa TYPY ANA KOHTPONA BCEX - LlokyMeHTauus; LLIeCA BbINOSNTHAEMbIX 3J1EMEHTOB
Ka4vecTBa 3TanoB CTEPUITU3aLNOH- - 3anucuy,
HOro npouecca - [lepecmoTp nNpoueayp;:
- KoppeKkuuns
XapaKrepu- Onpegenute CTepu- - OnpegeneHne CTepunuayroLlero Pa3paboTyUMK CTEPUNUIYIOLLErD
CTUKa CTepunu- | NU3yrLWMKW areHT U ero | areHTa; areHTa u/unu ctepunu3aunoHHoOro
3YHOLEro areHta | MUKpoOoUNAHYO oS- - MukpobounaHaa  adpdeKkTuB- | npouecca
PEKTUBHOCTL HOCTb;
- Bnnanune Ha matepuan;
- besonacHoCTbL U OKpyXakoLlas
cpepa
XapaKrepu- OnpefennuTb BECb - OnuncaHne npouecca; MaroToButenb cTepunusaun-
CTUKa npouecca/ | cTepunuiaunoHHbIN - Cneyndounkauna obopyaoBaHus, | OHHOro obopyaoBaHUA B COTPYA-
00opya0OBaHUA npouecc 1 obopyaoBa- - OnpegeneHne BCNOMOraTenb- | HAYeCTBE C pa3paboTYMKOM CTe-
HWe, HeobxoamMmoe Ana | Horo obopyaoBaHUA U CYXO PUNMN3aLMOHHOIo npoLecca, ecrni
ero BbINONTHEHNSA HeoOXoAUMO
OnpepeneHue OnpefennTb Npo- - Cneundukauma NpoayKra; MarotoButene npogykra, noa-
npoaykra OYKT, nognexalwlnum cre- - YNakoBOYHbIE MaTepuansl; nexatllero crepunusauum (U Kns-
pUnusaunmu - Ka4yecTBO nNpogykra Ao CTepu- | rOTOBUTENL CTepunusartopa, B
nmsauunmu 3aBUCUMOCTU OT TpeboBaHUN K
cTepunmMsaumMoHHOMy oOopyaoBa-
HUIO)
OnpepeneHne Onpegennute CTEPU- - PaspaboTka; MaroToBuTenb NPoOAyKTa, Noa-
npouecca NMU3alUoOHHBIM nNpouecc - buonornyeckaa 6e30MacHOCTL, | NeXallero crepunusaumu, B CO-
C Uenbi AOCTUXKEHUA - OcTaTtkM OT npouecca; TPyAHUYECTBE C W3roTOBUTENEM
CTEPUINBHOCTU onpeae- - COBMECTUMOCTbL NMPOoAYKTa; crepunusaTopa W, ecnm npume-
NEHHOro npoaykra c - [Npepensl ana NOBTOPHOW CTe- | HUMO, ¢ MeAULUUHCKUM yupexae-
nogaepxaHmem  6e30- | punusaunm HUeM
NaCHOCTU N XapaKTepu-
CTUK NPOAYKTaA
Banupgauns [IpoAEeMOHCTPUPO- - ATTecTauuna MoHTaxa (1Q); OpraHusauuda, oTBevalollaa 3a
BaTb, 4TO oOnpeaeneH- - ATTecTauua aKcnnyaTauum | ctepunusayuio npogykra (nuMoo
HbBIK  cTepunusaunoH- | (OQ); M3roTOBUTENL NpoAaykra, nubo
HbIM Mpouecc MOXET - ATTecTauuna aKcnnyaTupyemMoro | MeguumnHCKoe ydpexageHue), B Co-
apheKkTUBHO N BOCcnpo- | obopyaoBaHna (PQ); TPyAHUYECTBE C W3rOTOBUTENEM
M3BOAUMO BO34EUCTBO- - AHanun3 u yTeepxaeHue pesynb- | ctepunusartopa, ecnv NpUMEHNUMO.
BaTb Ha cTepunusaun- | TaToB Banungauuu MaroToButenb npoaykta Wnu
OHHYIO 3arpysky MegULUWHCKOE yupexpeHue Co-
BMECTHO C oOpraHusauuen, cTe-
PUNMN3YIOLLEN MPOAYKT, U CTOPOH-
HEW KOHTPaKTHOW nabdopatopuen,
ecrnm NPUMEHNMO
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OkoH4YaHue mabnuubl E. 1

JNeMeHThl

Ha3zHaveHune

KOMMOHeHTbI

OTBeTCTBEHHbLIE CTO POHDbI

TeKyLimne MOHU-
TOPUHI U KOHTPOIb

[IpogeMOHCTpUpoBaTh, YTO
onpefeneHHbIn BanuaupoBaH-
HbIM CTEePUNU3aLUOHHBLIM NPO-
Llecc Oblf BLINOMHEH B npeje-
nax onpepeneHHbIX AOMNYyCKOB
CO BCEMU NpoAYyKTaMK, BXo4A-
LWLMMU B CTEPUNU3ALNOHHYIO
3arpysky

- KOHurypauua crepunu-
3aUMOHHON 3arpysKku,

- MOHUTOPWHI NpoLecca;

- Co3gaHue 3anuceu;

- CoxpaHeHune 3anncen

MN3roToBUTENb  MPOAYKTA
MNN MEeQULMHCKOE Y4pex[e-
HUE N CTOPOHHSS KOHTPaKTHas
naboparopus, ecrnu NPUMeHN-
MO

BbIMYCK NPOAYK-
Ta Nocle CTepUnm-
3auuu

[lepecMOTpPETL 3annUch NPo-
LeAyp TEKYLLlero KOHTpona W
onpefgenuTb  pacnonoXeHue
onpefeneHHon crepunusaum-
OHHOW 3arpy3ku

- [lepecMoTp 3anucen;

- [lpoBepka WHAUKATOPOB
(ECNMK CYLLECTBYIOT);

- PacnonoxeHue npoaykTa;

- KoppekTupyrwowime  geu-
CTBUA (€CNU CYLLECTBYIOT)

M3roToBuUTenb NPOLAYKTa
Wiin MeiUWLUUHCKOEe Y4Ypexie-
HUE

[TopaepxaHue
3P PEKTUBHOCTH
npouecca

[apaHTUpoOBaTb HeMNnpepbIB-
HYIO MPUEMITIEMOCTb Banunamu-
POBaHHOMO CTEPUNN3aALMOHHO-
ro npoLiecca

- KavecTBO Npogykra nepen
cTepunusauymnen,

- KannbpoBkKa;

- ObcnyxuBaHue obopyno-
BaHUSA

N3roToBUTEnNb npoaykTa
WM MeguuuHCKoe ydpexae-
HUe COBMECTHO C opraHusa-
LUMEN, OCYLLUECTBNAOLLEN CTe-
pununsauuto, ecrnm NPUMeHUMOo
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[MpunoxeHue OA
(cnpaBoYHoOE)

CBeleHUA O COOTBETCTBUMU CCbINMTOYHbIX Me€XAYHAPOAHbIX CTAHAAPTOB HALMOHANbHbLIM CTaHAApPTaAM
Poccuuckon ®epepauum

Tadonunua JA.1

Obo3HavYeHne CChINMMOYHOIo CTeneHb O0bo3HavyeHne N HaMMeHoBaHKUe cooTBeTCTBYHOLLETNO HAaUNOHAJIBbHOTO
MeXAYHAPOAHOIO CTaH4dapTa COOTBEeTCTBWNA CTaHdapTa
MCO 10012 IDT [OCT P MCO 10012—2008 «MeHegXXmMeHT opraHnsaumm. CUCTeMb

MeHeaXMeHTa naMepeHunin. TpedoBaHUs K npoLeccam U3MepPEHNn N N3-
MepuTenbHOMY 060pya0BaHNIO»

MCO 11138-1:2006 — *

NCO 10993-1 IDT [OCT P NCO 10993-1—2009 «MN3pgenua meguunHckme. OLeHKa
OuMonornyeckoro AenUcTema MeguuMHCKuX mnagenuin. Yacte 1. OueHka
N nccnefoBaHUSA»

NCO 10993-17 IDT [OCT P UCO 10993-17—2009 «M3genna megunuuHckne. OuUeHKa
OMonorn4yeckoro gencTena MeguUnNHCKUX nagenumn. Yactb 17. YCTaHOB-
NeHne NoporoBbIX 3Ha4Y€HUU ANA BbIMbIBAaE€MbIX BELLECTB»

MCO 11140-1 IDT [OCT P NCO 11140-1—2009 «CTepunusauma MeguunHCKOW npo-
ayKunn. Xumnyeckne nHgukatopel. Yacte 1. Obwne TpeboBaHUA»

NCO 11737-1 IDT [OCT P UCO 11/7/37-1—2000 «Ctepunusauna MeguUNHCKNUX W3-
nenuin. Mukpobuonornyeckme metoabl. Yacte 1. OueHka nonynauumn
MWUKPOOPraHU3MoB Ha NMpoayKunumn»

NCO 11737-2 IDT [OCT P NCO 11737-2—2003 «CTtepunusaumsa MeguUMHCKUX U3ge-
nmn. Mukpobuonormnyeckne metodbl. Yactes 2. IcnbiTaHMA Ha CTEPUIb-
HOCTb, MPOBOAUMBIE NMPU Banugaunn NnpoUeccoB CTepUnun3aynm»

NCO 13485 IDT [OCT P CO 13485—2004 «VM3genuna meguumHckme. CUCTEMBI Me-
HegXMeHTa KadecTBa. CUCTEMHbIe TpeboBaHWAa ANa Uenen perynnpo-
BaHNA»

MOK 61010-2-040 — *

* COOTBETCTBYHOLLMIA HAUWMOHaNbHbIA cTaHAapT OTCYTCTBYET. []o ero yTBepXAeHUS peKOMEHYEeTCA NCNONb30BaTh
NepeBo/ Ha PYCCKUIA A3bIK ;AaHHOrO MeXAyHapoaHoro ctangapra. [lepeBof AaHHOMO MeX[yHapoaHOro cTaHgapTa Ha-
xoautca B PepgepanbHOM MHGOOPMaLMOHHOM hOoHEe TEXHUYECKUX PErNaMeHTOB U CTaHAapToB.

[TouMedaHNne — B HacTodAllen Tabnuue NCNoNb3oBaHO cneayrollee ycnoBHoe 0003Ha4YeHne CTeNeHn cooT-
BETCTBUA CTaHA4apTOB:
- IDT — naeHTUYHbIe CcTaHdapThI.
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