GENEPANBHOE ATEHTCTBO
no TEXHWHECKOMY PEMYNUPOBAHWIC A METPONOIMK

HAUMOHANBHBLIN FTOCTP ACO
CTAHOAPT 25424—

POCCMMUCKOMW
CGEOEPALWM 2013

CTepunusayna MeguLMHCKUX U3genuin

CTEPUNU3ALUMNA HUSKOTEMNEPATYPHAA
MAPO®OPMANBOEMrMOHAA

TpeboBaHuA K pazpaboTke, Banuaoaumm 1 pyTUHHOMY
KOHTPOMNK npouecca cTepunu3ayuu

IS0 25424:2009
Sterilization of medical devices — Low temperature steam and
formaldehyde — Requirements for development, validation and routine control of
a sterilization process for medical devices
(IDT)

Haganue odruransHoe

MockBa
[ CrannapTuHiopM
.- 2014

GostExpert.ru
https://GostExpert.ru/gost/gost-25424-2013



https://gostexpert.ru?utm_source=pdf&utm_medium=48481
https://gostexpert.ru/gost/gost-25424-2013?utm_source=pdf&utm_medium=48481&utm_term=page

MCcT P ACO 25424—2013
lMpeaucnoeune

1 NoAroTOBNEH OBwecTEOM C COTPAHHYEHHOR OTBETCTREHHOCT B0 sdapmcTeps
(000 aPapmcTeps ) HA OCHOBE COBCTESHHOMD AYTEHTWYHOID NEREB0Oa HA DYCCEHMA AIbLIK MEXOYHAPOOHOMD
CcTaHOapTa, YyEaIaHHoro B NyHKTe 4

2 BHECEH TexHu4Yeckis KOMHTETOM N0 CTAHAAPTHaUMKM TK 383 « CTepinuaayna MearuMHoE0l noo-
OYELIK M

3 YTBEP¥OEH W BBEAEH B NEWMCTBME Mpukazom PegepansHoOro areHTCTEa N0 TEXHHHECKOMY
PETYNHMPOBAHKE W METponorkiK o7 7 maa 2013 r. Ne 73-cr

4 HacToAwWKA CTaHJapT WOeHTHYeH MexayHapoduomy cTangapty MO0 254242000 «Creprndaay«a
MEJHUAHCEMX Madendid. HhuakoTemneparypHeld Napg ¥ dopransaerdd. Tpebopanka K paspaboThe, Banknaa-
UMM W PYTHHHOMY EOHTROMD NPpoUecca crepdndaaduds (150 254242009 «Stenlization of medical
devices — Low lemperature steam and formaldehyde — Requirements for development, validation and
routine control of a sterilization process for medical devicess).

HaWmeHoBasWe HEacTORLWErS CTaHAApTa MaMeHEHD OTHOCHTENLHD HAMMEHOBAHKA YEAIAHHOMD MaNIy-
HApOOHOro cTadgapTa AnA NPUEENEeHWA B CooTRETCTRME © TpedosaHuAMd [OCT P 1.5 (nogpasgen 3.5).

MpKn NpUMEeHeHdY HACTOAWEND CTAHAARTA PEKOMEHOVETCA MCNONEI0EATE BMECTO COBINOYHEY Eap0-
MEeRCKMX DEMMOoHANEHLIX CTAHOAPTOR COOTEETCTEYKHLKE MM HALWOHaNk:HBE cCTaHgapTH Poccuickol $egepa-
LMK, CEEOSHHMA O KOTODEIX NPMBEOaHE B OCNONHUTENBHOM MDA HuA 1A

> BBEOEH BINEPELIE

Mpasuna NOUMENEHUR Hacmorwe2o cmandaoma yomawcaneks: ¢ FOCT P 1.0—=20M2 [pazden 8).
Hugboprmayua of UaMeRerUAx & HECMoRweMy cmarndapmy nybnukyemes & exe20dMNoM (M0 COCMOANLKD Ha
1 AHeaps meryweso 2ods) unbopraliuasHon yrazamens « Hayuonanerele cmaddapmeis, a ouyUanatsil
MEKRCM LUIMEREHLD U TONpaaoy — & BREMECAYHOM URIDODMILUOHHOM Yrazamens « Hayuonaistsa cimaH-
dapmeis. B coyvas depecdompa [3amenb) Uil omMessl HacmoAwess cmandapma coMmeamcmeyiowjes
yaedormarve Sydent onyiaukoeaNo & Bnums JWe GENYOKE SXEMECAYHOE0 UBODMALLONHOSD YREFISMETa
s HauyuoHanbieie cmakdapmeiy. Coomeaamomayiiuan uhhopauun, yeadoMneHue U Mercmsl DasMeLwa-
MITICA Makwe & UWihopraliuonHod cucmeane oblyesd MoNkIcaanud — Ha ouLuansHon calme Pedepants-
HOE0 A2EHMCIES N0 MEXHUNECKOMY DESYILUDOSANUD U Mamponaauyr & cemu Mumepuam (gost )

B CrasgapTHgopm, 2014

HacTosWwriA CTaHOapT HE MOMET BTk NONHOCTERD MMM YACTHYHO BOCTDOWIBE0SH, TMDAMMDOEEH K pac-
NPoCTRaHEH B KaYECTES PUUMANEHOMD H3OAHKWA G2a paspelledna Pe0epansHOre areHTeTaa Mo TEXHMYECHD-
MY PEYMHDORAHMID K METRONOTHIA
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BeegeHne

CTepuneHoe MEduUMHCKOE MITENME — 3T MEOHUMHCEDE MIGENKE, KOTODOR HE COOepsEuT HMIHecno-
CODHEX MAKpoopradksmMoe. EBponelickde CTandapThl, yoTaHABNWBaWWE TpedoBaHHs B BAnNJZaund W
PYTHHHOMY EOHTPOMID NPOUSCCOB CTEpMNHaIaUKMn, TpedyT, 4To0ks npk H20GX0gQuUMOCTI NOCTABKKW CTEPWNTL-
HbtY MEJAUKMHCKKY WAZEnHA CNYYaiHoE MAKPODHONOrMHEckos IapaMeHHe Wy 00 NPOUBcca CTepMNH3aUHK
BhING CEEBOEHO K MHUHAMYMY. TEM HE MEHEE, MEQWUWHCKWE MATENHA, HIrOTOBMNEHHEIE B CTAHJARTHLIX YCIOBK-
A% MPOMIBCACTEA, COOTEETCTEYIOWMX TPeOOoBaHWAM CHCTEM MEHESIMMEHTA KayecTEa (CM., HaNpWMep
EH HMCO 13485), wnw nogeeprdyTEHE NPOLECCY O4HMCTER KaK 4acTi kx oBpadoTid B OpraHyiaunay agpascox-
paHEHWA, MOTYT 00 CTODKNH3AUMM COOEPHaTs Ha CEDE MHKDOODTIHMIMB!, XOTR Dk U B HEGON BN KONHYecT-
Bax. Takke MEJHUWHCKWE WAORNWA He ABNRKTCA CTepHNbHbiMA. LEnbi CTEpHnWM3aykd  ABAAETCA
HHARTHEALHA MAEPODHONOTHMHECKHE KOHTAMWHAHTOR W, Takdm obhpaioM, npectpaloBaHWe HEeCTEDWMEMbIX
MEJHLMHCKWE H3OENHA B CTEPUNBHEIE.

KHHETHES HHAKTHEAUWA YHCTOR KyNETYDE MURDOORraHHIMOB DHIASSCHHMHA WIANK XHMAYECKAMIA METO-
AEMK, WCHONLIYEMEIMIA BITA CTEDHNWIBUMA MEQWLHMHCEMY MAO0ENWA, B 00WeM Cny4as Haunyyiium odpaac
MOWET OkiTe ONKUCAHA IXCNOHEHUHANEHOR I2BMCHMOCTER MENMOY YACNOM BeIEHBLLIWY MHEPOCPEraHWIMog 1
CTENEHE WX obpafoTen CTEpUAMIYIOLLMM ATEHTOM, 3TO C HEWIDEXHOCTRIC 0IHAYaET, 4TC BCRIOa MMEERTCA
onpeaneHHan BepoATHOCTE BRIKMBAHWA MUEDOODDraHMIMOoE BHE 33BMCHMOCTH OT CTENeHW NposegeHHoi
chpaboTes. [AnA kamnol koHEpeTHOR ohpadoTiY BEPOATHOCTE BECKHBAHMA ONPEeQSNMASTCA YHUCNOM M ¥ DOBHEM
CONPOTHENRAEMOCTH MHERDODTEHWIMOE, 8 TAHE YCNOBWAMN CEDYRAIOWEA CPadk, B KOTODOH OpraqHam Haxa-
AWTCA BO BpeMA obpatoten. OTCI00a cnedyeT, 4T0 CTERHNEHOCTE Nodora eJuMHUYHOND MESWLWHCKOMD nage-
MAA W3 COBSKYNMHOCTA HIAENWA, NOABEPTHYTLIX CTEPMMMIZLMA, HE MORET FApaHTHPOBATLSA, 8 CTEPHNEHOCTR
COBCKYNHOCTH oOpaboTakkey HIJEenNHid BeIpEMaBTCA B TEPMKMHAY BEPOATHOCTH NPWCYTCTEMA Ha WaZEnHK
HUIHBCTOCOOHOTO MUKDOORraHuIMa.

HacTtoAwwi cTasgapT onvceeaeT Tpebosauus, kKoTopele cnocobHBl NPOOeMOHCTPMDORATE, YTO Npo-
LECC CTEPUMKIALWMH C HUIECTEMNEPaTYDHEIM Napos ¢ (PopManEGersaom, NPEOHaAIHa4YeHHEIA NS CTEpHNn-
JALMKE MEDWLWHCKX MATENHA, MMEET JOCTATOYHYID MUEPOGOUHOHYI0 AKTHBHOCTE, W 4TO 3Ta AKTHEHOCTE W
HAOEwHE, W BOCTIPOMIBSAMMEA, K HTO B3aWMOCERIL C HHAKTUEALWER MWEPOOPraHnaMOoR MOHET DhiTe © GOCTA-
TOMHOW CTEMEHBN JOBEPATENLHOCTH IKCTRANONMPODaHa G0 HHAKKY YPOBHEH BEROATHOCTH NPHCYTCTEWMA HWa-
HECTIOCOOHbIX MEKPOORTAHAIMOR HA NOCEEPXHOCTH NPOGYKTa NOCNE CTEPHNHIAUMK. HacToAWHR cTandapT He
YCTAHABNMBAST MAKCUMANEHEX IHAYEHWA, KOTOPEE MOMET NPHHMMATE 3Ta BEPOATHOCTE, CNEUMdMKALIMI
ITON BEQOATHOCTH NpEeeks B EH 556-1.

TpeSOoBaHWA K CHCTEMAM MEMEOMMEHTa KAYECTES ONA NPORKTHRPOBARKA, paapaboTel, NpoKaBoacTea,
MOHTaXA W OGCIYHUBAHKE MEOMUMHCEHX K3OenHd npdeeners B EH MCO 13485, CTangapT CHCTEM MEHE -
MENTE KAYSCTEA NPHIHAET, YT0 HPEEKTHEHOCTE HEKOTOPEIX MPOUECCOR, WCNONbL3YEMBbIX B NPOHIB0OCTEES WK
noBTopHoH obpaboTie, HE MOMET BblTh MONHOCTEID NPOBEPEHa NOCNEdYIOWHM OCMOTPOM H HCNLITAHWEM
Waneny A, CTepunuIayna ABNASTCA NPHMEDoM Takoro npouecca. Mo 3ToH NPWHMHE NPOUBTCEH CTEDWMHIALHK
BAMHOWPYESTCA ANA WX NOCRegyWers HonoNb308aHda, BMONHeHHE NPOUSCCOB CTEPWMHAALWH Dy THHHO
KOHTPONWOYETCA, 8 CTERMNIMIALMOHHOE 0S0pYI0EAHWME NOANERHT PETYNAPHIMY DOCNYHNBAHMID

Mogeepranke WIGEnKA NpAsMNsHD BANWMIWD0ERHHOMY M TOYHO KOHTRONKDYEMOMY NQOUECCY CTEpHNW-
IALMKA HE RENASTCA BOWHCTREHHKEM PaKTOpPOM, ACCOUMHPYIOWAMCA C 0DECNEYBHUEN rapaHTHH CTEPWMTLHOC-
T 06paboTaHHOrD MEJUUWHCKONS M3OENHA M, B 3TOM OTHOLWEHMM, 8ro COOTBETCTBHMA NpeanonarasmMony
HasHaYeHuka. CnegyeT Takwe YRenyTe BHAMaHWE lUE HECKONLEKM akTopam, BEMKDYanlne B ceba:

a) MARPoDSNONOMMYECKWA CTATYS NONYHAeMbIX CHPLEBLIX MATEDHANCE WIMNK KOMOOHEHTOR;

bl BanuoauAn U BYTHHHBIN KEOHTPONE MOEE NEOUSAYE OHACTEM H 3R il MY NpoayKTa,

C] HOHTPOMe ORPYHANWER CoedLl, B KOTOPOH NDOGYRT HMArOTABMMBAINT, COGUPEINT W YNEK0BLIBAINT,

di KOHTpONE CHODYOOBaHHE W TEXHOMOTHYECKWX NpOUEccon;

@) KOHTPONE NEpCoHANa M 8ro TMrdeHsl);

) cnocobol YNakoasd @ MaTepuant, B KOTODLIE YNAKCBHBROT NPOOYKT,

g) YCNoBWA TRAHCNODTHPOSAHKA W XPaHeHnA NpoayrTa

THME! EOHTAMWHALKA NDOGYETOR, NOONEwAWME CTEDHNAIAUMIA, MOTYT DbiTe Da3HBIMIK, 8 3T0 BNWAST HA
AdHpERTUEHOLTE NPOUECCa CTEpHNKHIaUMK. [POayETE, HCNONBLITBAHHEE B YHDERIEHWAR IGDEBo0XpAHEHWA
W HANpasnaeMbie Ha NOBTODHYK CTEPUNMAALWGE B COOTEBETCTEMKM C MHCTPYEUWAMK  WAraTOBMTENS
[cnm. EH WSO 17664), gonsHbt paccMaTpuBaTscA Kak 0cobulid cny4ai. [nA Takky H30enWi KMEeTCH BEpOAT-
HOCTE HaNWYWA WWDoKoro pRGE 3arpRaMAinLMy MUKDOOPrasWaMos 1M OCTaToYHEX HEOPraHMYecKy WiinK

W
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OpTaHWYackiy 3arpAIHeHi, HECMOTRA Ha HCNONLICBAHKWE NPOUECCoR O4MCTEA, CNefoBaTene s, HESDXoOM-
MO YOENATE SCoB0e BHHMAHKE BANKIAUWH | KOHTPOMO NPOUSCCOR CHACTRM M Oe3rHDekUMH, MCNoNbIYEMEIX
npu noeTopHol obpatoTee.

TpeGopadiA COCTABNAKT HOPMaTHEHBIS YACTH HACTORWEND CTAMAAPTA, COOTERTCTBHE KOTOPOMY JOFH-
HO OeKfapupoBaTecA. PyKoR0o4cTeED, NPEICTARNEHHOE B COPABOHMbLIX NPUNCHEHWAX, He ARNAeTcA ofbAaa-
TENBHEM ¥ HE GOMEHD CIYEATE B KAYECTEE KOHTPONSMOTD CNMCKa ONA ayguTopos. PyKoROACTRD COO8HMT
PATLACHEHUA W ONMCAHKA METOO0B, EOTOPRIE PACCMATOMBAKTCA KAK NPHEMNEMBIE CPEICTREA JOCTHMEHHA
COOTRETCTEMA TpebosaduaM, MoryT GeiTe NpMMEHNME NOGXOOL, OTNHMHEKWWECR 0T NpegcTaEneHibiy B
pYKOBOOCTEE, GCMNH OHA ek THUBHEI BNA JOCTHHEHHA COOTBETCTEWA TPefoBaHHAM HACTORLWEND CTAKRAAPTA.

PaapaboTia, Banvgayda W pyTUHHBIA EOHTPONGL NPOUBCcCa CTERMNUIaUMA BrnioYanT B ceba pag
OTOENMbHESX, HO BE3ZNMOCEAIAMHLIX JEACTEHH, TAKHE, HANPKMED, KAK KANWODOBKA, TEXHMHECKDe obCnyMKHES-
HYE, crpegensHide NDoayKTa, onpegenaqie Npouecca, aTTecTauqs MoHTa®a (10, aTTecTayka akcnnyaTa-
Uk (O} 9 aTTecTauma akcnnyartupyesorng oSopyaoearya (PO). B To BpeMA kak 0gRcTEWA, Tpebyemaie
HACTOALWKMM CTaHOapToM, GBI CrpYNNMPoBaHL W NPEACTABNEHL B ONPEIEneHHIM NOPAOKE, HACTORLLWRA
cTaHgapT He Tpebyer, 4yTobbl 3TK JeRCTEHA BLINCAHANWCE MMEHHD B TOM NOPROKE, B KOTOROM OHI NPpegcTap-
nNeHe. TpebyaMsle JEACTEMA HE 0BRIATENEHD J0MKHE BINCNHATLCA NOCHSO0BaATENBHO, TAK KAk NPOTPasMMbl
pazpatoTik W Banidauki MoryT BbiTe MTEEATHEHLIMK. OTESTCTBEHHOCTE 33 BRINONHEHWE QEACTBMA, Tpabye-
Mbix HACTORLWM CTAMOAPTOM, MOMET PAANAYaTECA OT CNYHan K cnydas. HacToAWWA CTaH0apT He oroaapu-
BAET KOHKDETHOMND pacnpedenesns A2ACTEXE MENTY OTOENEHEIMKE NALAMK MW CRraHMIaLMAMM,

OedcTana, Tpebyemse HACTOALWM CTAHAAPTOM, MOTYT MPMBOONTE K YBEMHHEHAID IArpAIHEHWA OKpY-
WAIWER CPEOLI, KOTOPDE DONEHD BulTe YYTEHO M MUHWMHIMDOBAKD, HANPWKMED, DD NNAHKPOBAHMK THOKOR
YTHNHIALWK. ACNEKTH BO3IEACTEMR Ha OEDYHAOWYKD Cpeay DacCMOTPEHE B Npunoseldl D HacToRWerD
CcTaHgapTa.

Wi
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HAUWOHANBHBIAN CTAHOAPT POCCMWUCKOW ®©EOEPALMM

CTepunyiauMa MeaMUuMHCEMXY HIOenHa
CTEPMNA3IALUWA HHIKOTEMNEPATYPHAR NAPOQOPMANBOErMOHAR
TpeBopaHKA K pajpaboTee, Bandaaurd W PYTHHHOMY HOHTROMNMK NpOUecca CTEpMNAIaLKIA

Steniization of medical devices. Low temperaiure steam and formaldehyde. Reguirements for development. validation
and routine control of & sterifizabon process for medical davices

fara epegesnwa — 2015—01—01

1 OBnacTb NpUMeEHEHWA

1.1 BrnwuysHWA

1.1.1 Hacroawwi cTavaagT onpegenfeT TpebosaHiA K paspaboThe, Bandanky 1 TeKYL My KOHTDOmD
HHIKOTEMNERATYDHOMD NapoddpManeIerAQHoro NPoUecca cTepunraaymn (LTSF) MequuHCKRXY MagenHa.

MprmKeadaHse— HecMoTpa HA TO, 4T0 0BNACTs OSACTEXA HACTORLENS MEROYHASOIHOM CTEHOARTA CrpaH@ye-
HA MEOMUMHCKEME HAOENHAMMK, WANOMEHHES B HEM TPEA0RAHEA @ NPUERLAHH EIE PEECMEHOELHM MOTYT GalTe NRAMEHEHB
WHEM npoaykTaM k obopyaoaaH«m.

1.1.2 HacToaw WA cTaHZapT NpegHaIHades ONa NEMMEHEHHE pazpaboTUHKaMK NDOLUSCCDE, WATSTOB-
TENAMM CTERMNHUIALMOHHOD 0800y I0BaHAA, KATOTORMTENAMM MEOUUWHTKMX WIZeNKA, NOONSMaLIHMY CTEDN-
MAZALMK, 8 TaKMe OpraddIgaqEaue, oTOETCTReHHEMK 38 CTEDMNWIALMI0  MEOWUARCENY  Ma0EndiE
[ow. EH WCOD 14937, TabGnyua 1).

1.1.3 B HACTCALWEM CTAHOARTE PACCMOTPEHR CTEDMMMISLMOHHER NPOUBCCEl, B KOTOPRE B KAYSCTRE
CTEPUNAHTA MCNONEIYVETCA CMECE HUIKOTEMNEPaTYPHOro Napa W hopManefeniga, W paboTakmWwKe TonNeEKD
MpW OARNSHAN HEe aTocenHoro.

1.2 Mexnwovennsa

1.2.1 CrepunuIadoHHBe NPOUSCCH, BEaNHAHPYEMBIE W KOHTRPONKPYEMBLIE B COOTRBETCTEMK C Tpeboea-
HIAMA HACTOALLEND CTAHOADTA, HE Q0MHHE CHATATECA IdekTHaHBIMA ONA HHAKTHBALUWK BONeIHEeTBoRMbIX
ArEHTOE, BEALIBAWME cnodmdiopmHse 3Huedanonarun, Takwe Kak ckpend, rybdatans asyedanonartra
ERYIHOrD pOFATOrD CKoTa Kk Doneads Kpeludenesna — AxobSa. B pazndduelx cTpadax Beink paipaboTake
cnaurdyecsie peroMeaHgauWn gna obpadoThi MaTEpHance, NOTEHUWANEHD 3aDakeaHHbIE ITHMA ArEHTaMMA.

1.2.2 HacToAWwMWA cTasgapT He cheddduuupyet TpebosadnA, HeoOXoOWMele ONA NpHIHaHKA Megu-
LUHHCKOMD WAOENHA «CTepMNbHEMy. Takkne TpeGopaHWA npueegersl 8 EH 556-1.

1.2.3 HacToAWMWA cTaHgapT He cneundiMyupyeT CHCTEME! YNpaaneHus kadecTeom (Quality Management
System ), MCnoMeE3YEMBIE OMA KOHTPOMA HA BCEX CTAOWAX NPOMIB0ACTES MEJWUMHCEMX M3OEMKMIM.

Mpumauadse— HanWIAe NONHIUSHHO® CHCTSME YNPABNSHAA KEHECTECM BO BREMA NPOWIS0OACTEE WOW No-
aTopHoR oBpaBoTer Wanen«wd He RENASTCA TpeboBAHWEM HECTOAWETD CTARHAARTA, HO HEOBXOIWMEIE NEMEHTE BTHE CHE-
TEM WM CHETEME B USNOM YNOMAHYTE B COOTEETCTEYILMWE MECTax TekcTa. BuiMmaH e NprEne<aeToR K CTAHGApTaM AN
CHCTEM YNDABNSHEA KawecTeoM [cM. EH MCO 134 65). koTophie KOHTRONMPYIOT BCR STANL TPOWIB0OCTES WNW NepepadoTr
MEQMLMHCHHE  WILENMA, B TOM SMCIE W Npoueccsl cTEpunnzayun. JononsMTentHHEe YEA3aHWA NPUBEOEHL B
EH WMOCO 14937, npunoxesus E, pazgen E.2.

1.2.4 HactoawMi cTanaapt He cneyrdsunpyeT TpeboRaHWA K OXpaHe TRYOA, CEAIAHHBIE C KOHCTDY K-
UWER W IKCANYATAUWER NOMeLYEHHA, B KOTOPBIX WCHONBIYETCA HWIKOTEMNEepaTypHaa napodopMansderid-
HAA CTEDUMMIALMA,

MamaHue G W LUHANLH D8

e

Pa3spaboTka anekTpoHHOWM Bepcun - nopTan GostExpert.ru 7/40
CTpaHuua nokymeHTa - https://GostExpert.ru/gost/gost-25424-2013



https://gostexpert.ru?utm_source=pdf&utm_medium=48481
https://gostexpert.ru/gost/gost-25424-2013?utm_source=pdf&utm_medium=48481&utm_term=page

rMCT P ICO 25424—2013

NMpuwmedanne 1 — Tpebopasua K B2I0N3CHOCTH CTEPENW3ATOROE NpHES0SHE B EH &1010-2-040,

Npumeuwanme 2 — CHEII.}'ET Tak=ga IZI-EFIETHTE EHHMMAHME HA HANWYHE B HEEOTOPRIX CTPAHAK HOPMABTHEHE X O0-
EYMEHTIE, GMCEaDHEEH WNE TFIE'E{IEEHHH k BEZONACHOCTH.

1.2.5 HacToAWHA cTaHaapT HE PaccMaTDMBAS T AHANWTHHECKWE METOOR. NOKMEHAEMBE ONA ONpede-
NEHWA CCTATOYHBLY YROBHEH QOPMANELSMMAA WWNK NPOOVETOR &r0 DeakLM.

Npuwmesasne 1— Cnegyer olpaTiTe BHUMEHKE HA EH 14180,

Mepumesasne 2— Cnenyer oOpaTHTe BHHM3HHE HE BOIMOKHOE HANWYAS B HEKOTODEY CTREHEX 33HOHDAE-
TENsHLE TReBoBaHUA, CNEUMpRUADYIDLYEE NPSOEn bHEIe YPOBHK DCTATOMHOM POpMANEAETHEE HA MEORUNHCRRE HE0SNH-
A% M NPOAYETEE.

1.2.6 HacToAwMA cTaxfapT He paccMaTpuBasT NoOroToBMTENbHEE MEDONPWATHA, KOTOPBIE MOryT
OKAZATECA HEOSXOOWMEBIMW NEDE0 CTEDMNHM3ALUKMEN, TAKWE Kak OMHCTER, Je3MHDekLHa M YyNakooka.

NMpuwmeasasne— [NAMAONSKRPETHD CTERANAZYEME METHEHHCHHE R3DeNHE WX HINSTOEHTEN: QONseHs Npe0ocTa-
B#Te RHEODMAYHID 0 He00X00nME X NOGrOTOBMTEN EHEX MEponprUaTEAR (cM. EH MOCO 17E64).

2 HopMaTHUBHbLIE CCbINKKX

B HacTOoAWEM CTAHJARTE MoMONbIoBAHSEl HODMATHEHEIE COuINKW Ha CRedyoWKe CTARAAPTL. Ona gaTts-
POBAHHEX CCRINOK MPAMEHRIOT TONMBKO YEaIaHH0E H3O3HWe CTangapTa. 4na HegaTWPOBaHHbIX CChINOK NDHME-
HAKT NOCAEgHEE MAOAHWE CTAHOAPTA (BKTIOYEA BOE MAMEHEHKA W NONpapsH).

EH 14180:2003 CrepanuaaTopsl MEQWUUKHCKKE. HUZKOTEMISDATYPHEE Napoesie W Popmanslerig-
Helg CTEpMNKWAATOPEL. Tpebopadus W voneiTadks (EN 14180:2003, Sterilizers for medical purposes — Low
temperature steam and formaldehyde sterilizers — Reguirements and testing)

EH WMCO 111381 Crepuanusauns MESUUWHCHDA NPOOyKUMK. BEONOrMYeackne HgWEaTops. HYacTe 1.
OBwmee nonoxedna [EN SO 111381, Sterilization of health care products — Biclogical indicators — Part 1.
General requirements (150 11138-1:200G7]

EH WCO 11138-5:2006 CrepWnuiauda MegAUWMHCKOR nNpoayEUMH. BUONOMMYeckde WHOWEATODGI,
HacTe 5. BHONOTHYECKHE MHAWEATODSL ANA METOOOE HHIKOTEMIEDATYDHOR CTEDHNMZALMK NapoM & hoptank-
nernaoom [EM IS0 11138-5:2006, Sterilization of health care products — Biclogical indicators — Part 5:
Biological indicators  for  low-temperature  steam  and  formaldehyde  sterilization  processes
(150 11138-5.2008])

EH WCO 11140 CTepunuaayva MEWUHHCKOA NPOOYELHE. XHMHYECKHE MHOWKATODE! (HaCTH, OTHOCR-
wHecA Kk npeameTy cTavgapra) [EN 150 11140, Sterilization of health care products — Chemical indicators
iParts as appropriate)]

EH WCO 11737-1 Crepdnraauns MegdudHcEMx Magensd. Mapobuonorsdeckde MeToakl. YacTe 1.
Clyeska nonynALMn  MRKPOODradyvamocR  s#a npogyete. [EN 130 11737-1, Stenlization of medical
devices — Microbiological methads — Part 1: Determination of a population of microorganisms on products
(150 11737-1:2008))

EH WCO 11737-2 CTepynradaurA MeddudHcEEx Wagendid. Magpobdonorkieckde MeTods. YacTe 2.
HMcnkbTasua Ha CTEpUNLHCCTE, NPOBOOMMBIE MM BaNMIauWd Npouecca cTepunusauun [EN IS0 11737-2,
Sterilizaton of medical devices — Microbiclogical methods — Part 2: Tests of stenlityperformed in the
validation of a stenlization process (180 11737-2:1998)]

EH WCO 13485 Mapenua MeguiuHckre. CHCTEMa MaHeOMMERTa kavecTea. Tpebosanka ANA peryns-
pyrowux uened [EM 150 13485, Medical devices — Quality managemeant systems — Regquirements for
regulatory purgoses (150 13485:2003))

3 TepMKHbI W onpegeneHuA

B HacToAWeM CTAHapTe NEHMEHEHR CNEQYIOWHE TERMAHL C COOTEETCTRYHILMMK ONpedeneHuRMiI;

3.1 nogcrpodka/perynupoBska (adjustment). Koppesuka AAMepUTENEHONS YCTPORCTES WNW CHCTEMbI
ANA HHOHEALNKA TOK233H KA, CODTEETCTRYFIWME IHAYEHHAM, YCTAHOBNEHHEIM NRK Kanwbpoeke.

3.2 aapauma (aeration): YacTe (MM 43CTH) NPOUECCa CTEDMMM3ALMK, B ROTOPOA HCNONLAYIOTCA 3apa-
HEe ONpeaeneH e YCNoBMA Takks obpaiom, 4Tobe hopMantaerig W NpogyKTeE ero peakydd aecopbupaaa-
NWCE W3 MESULMHCKOMD WAGENWA, W KOTOPaA MoMeT DulTe BENONHEHE BHYTPW CTEPUNWIATORA, OTOeNsHON
MNOMBLLUEHWA WM KEAMEPE MK MYTEM COYETEHWMA TOro W Gpyron.

[3.3 no EH 14180:2003]

| (=
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3.3 yoaneHde BO3gyxXa (air removal): YoaneHde B0adyxa W3 KaMepk CTEPUNWIATOPE W 3arpyakd cre-
pANM3IaToRa ona obnerdeHdA NEOHAKIHKWA CTERWNRHTA [CTEPUNHSYVIOWErs aredTa) B 3arpyasy.

[3.3 no EH 14180:2003)

3.4 Guodarpyaka (bicburden): MonyNALKMA MHIHECNOCOGHEX MAKDOOPTAHMIMOR HA HIOSNAK UK BHYT-
PH M3GENKA, WIANK HA CUCTEME cTepHNeHore Dapbepa.

[2.2 no ACOMC 11139:2008]

3.0 Bronornyeckrd naaMkatop; B (biclogical indicator, Bl): MocneTatensHas cHoTema, cogepwa-
W& HAIHECTOCODHBIE MUKPOODRTaHWIMEl Ha HOCHTENE, HAXOOAWARCH BHYTPW NEPBMHHOTD KOHTBRHEepa, roTo-
B3A K WCNONBEI0BAHKIO W 0GECNEYHEIDWAR ONPEAENEHHYID YCTORYMBOCTE K KOHKDETHOMY CNeUnHYeckomy
NPOUECCY CTERUNMIALMA NP ONDEENEHHEIX KOHTPONEHEDX YENOSHAX.

3.6 kanwbBpowska (calibration). MocnegoaaTeNsHICTe CREDALWA, KOTOPEE NDKW ONPELEnNSHHLIX YCNOoBn-
AX YCTAHABNWBAMT BISWMOCBAIL MEWGY IHAYEHHAMK, NOKIIHEASMEIME WIMEDHTENEHEM NRUBoROM WK
HAMEDHTENEHOR CHCTEMON, MNK AHSYEHWAMK, NPELOCTABNASMbIMA HIMEDEHHUAMK MaTEPWana Kk KOHTEONb-
HEIM MATEDAANOM, W COOTEETCTEYIOWWMIA JHAYSHWAMK, ONPESEnAemMbl MY CTAHSARTAMM.

[2.4 no ACOMC 11139:2008]

3.7 KOWTpONL [OUeHKa) naMeHeHui (change control). OueHka M onpegenesle NPArcOHocTH NEeano-
MEHHOTD WIMEHEHHA K KIOENW0 (NPOLYETY) WK NpoUeaype.

[2.5 no ACOMC 11139:20086)

3.8 xumMYecKMA wHAaWKaTop [(chemical indicator) MenwTatenssaa cucTesa, cbHapyHHMBaEHILLLAR
HIMEHEHKHA B OOHOR WKW HECKDNLEAX NPEGONPEdeneHHLIX NEpEMEHHBX NPOYECta, OCHOBEIBAACE HA XAMIA-
HECKHX WNW DHIMYECKHE HIMEHEHHAY, BhIIBAHHLIX BOIGEACTEMEN HA HEE NPpoUECCa.

[2.6 nro MCOMS 11139:2008]

3.9 romguusoHHpoeansme (conditicning) ObpafoTia npogykTa B X008 UKKNE CTEDHNAIAUWK, HO 00
HE4Yana oTCHETa BPeMEHN YOSPHaHWA, ANA GOCTHHMEHHAA JaJaHH b TEMNERATYDE W BMaMHOCTH BO BOEM 00h-
EME IAMEYIEA CTERHMNWIATORE.

[3.7 no EH 14180:2003)

3.10 pecopbuuna (desorplion). ¥ janeHye CTEPHNAHTA (CTEPWNWAYIOWErD areHTa ) U3 kamMepet CTEPHMK-
1aT00a W M3 3arpYIEH CTEPMNHIATORE N0 OKOHYAHUH BPEMEHK KCNOIHLNA.

[3.11 no EH 14180:2003]

3.11 D-menwyrHa (D-valug) Bpema wnd go3a, HeobxoguMbie OnA QoCTHHEHHA MHakTkeaukyn 90 %
MOMYNALKK EOHTRPONEHEE MAKPOOPraHKaIMOoB NP ONPeEneHHLiX yCNoBrax.

[2.11 no MCOME 11139:2006]

MpumeyaHd#e— 0ia HIAKOTEMNEpATYpH0R NSO opMan EASrHHAHOA CTEpMNM3aun [LTSF) adavedne O-ae-
Ne#HUHB YEEZE BABTOA B MEHYTaX.

312 KOHTpONL OKpyXawWwed cpedil (envircnmental control}; MuserepHble WHng npoueay pHole cHe-
TEME, NPEIHAIHAYEHHBIE 0NA NOALEPMAHKWA B ONPeOeneHHBE I0HAX YCNOBWA, He BeIXOOALLMX 33 cneumdn-
UWPOBAHHBIE NPEgEnb.

I pPAMEBYEHWS— TasHe cHoTEmME MOMNYT BENKYATE B cefn EO30YVWHBIE H BOGAHBE PENETRE, GeIMHPSKUHD No-
BEOXHECTER, CNeyaexay Nepco=ana A A0MUHACTDATHEHSIE NDOYeaypR.

[2.16 no ACOME 111 39:2006]

3.13 Bpemna ypasHuBanWAa (equilibration time): MuTepean apemeHn, Npowewnid OT MOMEHTa GOCTH-
MEHHA TEMNEQATYPE CTEQUNMIALWKA B KOHTRONEMOH TOYKE WIMEDEHAA TEMNEPaTYDb B KEAMEDES CTEDHNHIATO-
pa 00 MOMEHTE OOCTWMEHWA TEMNEPATYDL CTEDHNW3IALUM M BO BCEX TOMKAX 3arpyard CTepMNHIaTopa.

[3.12 no EH 14180:2003]

3.14 ycTaHOBWTE, YyeTaHABAKMBATE (establish). OnpagendTe No TEOPETHYSCKDR CUBHEE 1 NOOTBED-
AWTE IECHEDAMEHTOM,

[2.17 no ACOME 11139:2006]

3.15 spemA IKcnoaWyWK (exposure time): NMepWog BpeMeHs MEwdy BEEISHHEM B KaMEpy CTEDHNANTA
M HaYanosM Maiel Jacopbu«m.

[3.14 no EH 14180:2003]

3.16 owubra, cBol (fault): Coul 1N Gonee NapaMeTpoR NPoUSecca, BEEOGALWWE 33 NPeSENE CROSMO
CRELAfH UMDOBIHHOTO A0NYCKa.

[2.18 no MCOME 11139:2006]

317 Fpjo-RENHYMHE | F5 o -value) PeayneTaT YMHOMEHWA NorapydMa Ha4ansHorl NonynALKA MEKpo-
OprasMamos Ha D-BanvHrHy.
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NMpumesane — FEE—EEI'II-'N HHE MOEET HCNOAN=I1GEATECA QNA BREpEHEEeHUA wOBLLER CONPOTABNASMOITH fia-
AOTWHRTKOND BHOMKETOpE

3.18 mpema yoepxanua (holding time): Neprod BpesteHyd, 8 TEYeHWE KOTOPOrS IHA4YEHHA TEMNepaTy-
pil, JABMEHKA NARa @ KOHUEHTRAUMKE (PoprManEaeryaa yISpaMBRIOTCA B NPEASAaX IA0aHHbX IHAHEH KA K X
ACNYCKOB ONA AOCTMMEHWA TRpebyemon 2QderTHBHOCTH HHAKTHRALMK BHYTPM KAMEDSLl CTERPUNHIATORA.

Npuwmesas e — Bpama yAERHEH MR CNEOYeT HENGCpeQiTESHHD 38 apaMeHan YPaEH MBaHWA.

[3.153 no EH 14180:2003]

3.19 WHOKYNHPOBAHHLIK HOCHTENL (inoculated carmier). MNMoooepEWBIINWAR MaTEPWaN, Ha KOTODLIA
(KINK BHYTPE KOTOROM) HAHBCERHD SNPEOeNaHHOE KOMWYECTED KOHTDONEHE MHEPOODTAHWIMOE,

3.20 arrecTtauvAa MoHnTaxa (installation gqualfication; 1) Npoueco NoNyYeRKA W QORYMEHTHDOBIHWA
AOKA3ATENLCTE TS, YTo 060Dy JoBEaHHe BEND NOCTABNEHD ¥ CMOHTUDORAHS B COOTEETCTRMH C 8o CNeydiu-
KALMAMK (TEXHUYBCKAMI TpehoBaHnamiA).

[2.22 no MCONTC 11139:2006]

3.21 meguuMHcKoe wagenue (medical device): MMoGok nprbop, annagaT, NPUHALNERHOCTE, YOTDOM-
CTEO, HMNNAHTAT, PEarexT in Wirg Nk EannGpaTop, NEorpamMMHoe 0BecnederkE, MaTepdan Uik MHoe Noaob-
HOE WA AMEILLEE K 3TOMY OTHOWEHWE HAOENWE, NPEGHAIHAYEHHOE B0 MATOTOBWTENEM ONA MCNONLICBAHWA
KaK ABTOHOMHO, TAK M B COMETAHMK C JDYMHMA GNR NPWMEHBHWA HA NDGAK B CNeunH4BckHs uenax;

- OWarHocTHEW, NOoERNaKkTARH, MOHWTODHKENE, NEYeHHa KNW 0SNerYeHia aabonesaHnA,

- OWarHocTHEW, MOHKTOPHHIE, MeYeHHA, 0BNerHeHrA MK KOMREHCaUKRK TRaEMeI;

= MIYHEHWA, JaMetbl, NOOOEDEEN WNH MOGUPHESLAR aHaTOMKK KM DH3KM0NorHHECcKors NpoUecca;

- NCAOEPHAHNA HAIHH,

- KOWTPONA 3a4aTHA,

- DEINHEEKLMH MEOHUAHCEWY Wagenun,

- Nony4eHa HeECcOXoOMMoR AN8 MEJWUUWHCKWMY Uenel WHgopMauMe nyTemM WCChedoBaM i i wino
0GpaIUoE, BIATEHE M3 TENA YENOBEKE, M KOTOPOE HE OCCTHIAET CEOERA WAHAYANEHON UBNW BHYTRH TEMa MK Ha
TENE YENOBEka D PMAKCNGTHYBCKHME, HMMYHONOMMYECKAMA WKW METACONHYSCKW M CPEgCTRaMK, HO DyHE-
KM KOTOROMD MoTyT SbiTh NoOOEepHansl TAKOBEIMK COEOCTRAMM.

[EH NCO 13485]

3.22 mukpobounaneii pacteop (microbicidal solution): BogHei pacTeocp, cogepHawWi dopMansie-
Mg | NpeaHasHades s ONA MATAHWA KCNapUTENA ONA MEHEPALMA CTEDUNANTE BHYTPH CTEPMIMIaTOpRa.

[3.20 no EH 14180:2003]

Npuwmesasde— MAkpoBoyguoHeR pacTeop oBedHo CORepEdT CTABMNW IATOPSl, HEN DU MER, CTMAT

3.23 arrecrauMa akcnnyaTtauni (operational gualification; O} MNMpogeco nony<eHd R M QOKYMEHTUDO-
BaHHA JOK33IATENLCTE TOro, YTo yoTadoBnenHoe obopygoeaue paboTaeT B 3aJaHHsIX NPEJenax NapamMeT-
pPOBE NPHM KCNONBI0BAHKK B COOTREETCTEMM C 870 JKCNNYATALWOHHEME NPOLEIyDa M.

[2.27 no MCO/TC 11139:2006]

3.24 napamMeTpH4YECKHMAK BLINYCK [parametric release). YTeEep#HOBHWE, STO NPOOYET CTEDMINEH, OCHO-
BEHHOS HA IANWCAX, NOSTEEDMAIWMY HAXOHISHWE NAPAMET POB NEOLECca B NPEAENAX JafaH bl {CreUm-
PHUHMECEIHHBIX ) OONYCKOR,

[2.29 no WCOTCT1138:2006]

J.25 arrecrauMA axcnnyatupyemoro obopynosanua (performance gualification; PQ) Mpousce
MoNYHEHKA @ JoKYMEHTHDOBAHKA JOKaIaTENLCTE TOro, 470 obopyqoBpanKe, yoradoenedios ¥ paboTaowas
B COOTBETCTENM © HHCTPYELWAMK N0 JKCANYaTaUHH, NCCTSAHHD paboTaeT B COOTEETCTEWA C 330aHHEBMH KDH-
TEQHAMK M NOITOMY BeIMNYCEAST NPOOYKLHMIo, STESYRKWYH CEOMM CReUudiuEauHamM (TEXHWYECKnM Tpeboaa-
HIARM ).

[2.30 no MCO'TC 11139:2006]

3.26 yCTPORCTEO KOWTRONA npouecca; ¥YKIN {process challenge device, PCD): YorpolcTRO, NpegHai-
HAYeHHOE ONS CO30aHMA 330aHH0H CONDOTHBNASMOCTH NPOLBCCY CTEPMIMIALMM ¥ MCNONE3YEMOoR ONA OLeH-
ki ADPEKTHBHOCTH NPOUECCa.

[2.33 no MCOTC 11139:2006]

Mpumesaxnne— YETPORCTED 4NE WCNBITAMWA NPOYSSCE 40NHO GRTE CEOHCTRYMROBAHD TEKMM Dﬁp\ESDH, YTO-
Gel BHONOIMMECHRA WNA XAMAYECERR HHIH ESTOP MOXHD fiNo NOME IWATE B MECTD, HAUMEHES ADCTYNHCE ANA STEPHARIYID-
Wers arsHTa. Hpu ATOM MEAWEATONR HE OON¥EH NEeNATCTE0EATE PYHELHOHMPOERHWK YEa3aHHOND !r'l:"TFH:IIﬁ cTaa.

4
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3.27 napameTp npoyecea (process parameter). YoTavoRnNeHHoe 3HaYeHKE NeEREMeHHoE Npoyecea.
[2.34 no MCOME 11139:2006]

M pPAMEYBH®HRS— n&FIBM‘ETFII:H ApoUSCCa CTEDHNAIAUMKW BENKDYEKT B cafna NapaMeTpr NpDRecCa W Bk Q0NyCEH.

3.28 nepemeHHanA npouecca (process variablel Yonopde Npouscoca CTERWNHIALMA, NPKH HAMEHEH KK
KOTOROrO MEHAETCA MUEpoSouMaHan 3K THEHOCTE.

Mpuvep — BpemA, MeMAepamypa, daanNeH e, KONLWEHT PALUA, BNAMHOCHE, OAUHE BOMHEL.

[2.35 no ACOME 11139:2006]
3.28 npoaykTt (product). PeayneTat ngouecca.
[EH WCO 3000

1 pPAMMEBEYEH®R— OnA genan CTEHAADTORE CTERpHNM ALY NPOAYRT — 3TO0 HEYTO MATEpUHaneH0S, NDOLYET MOEET
GETh CriPb2Ehid MaATEDHaNdM, NPOMERY TOMHEIM NPOAYETOM, E‘-'ti-EIFI{IHHHM FANOM A MEQMUAHRCEMM H3A2NHaEM ANRA 3008 B00E-
CaHEHWA.

[2.36 mo MCOIMC 11139 2006].

3.30 npraHaHHaA KONNeKUHMA KYNeTYP (recognised culture collection): JenaauTapki B COOTRETCTEMK
¢ Bynanew Tokus JorosopomM o MesoyHaponHoM NDUMIHAHKK JEN0HAROBEHHA MHERDOODTAHMAMOE 0NA Uened
NaTeHTHON NECUeOYPR M DermaMmeHTHPOBAHNA.

[2.38 no MCOIMC 11139:2006]

3.31 HOHTpONLHAA TOYEA MIMEPEHHMA (TEMAepaTypel) (reference measuring point): Toqsa, B KoTopoi
AomaeH ObiTe DACNONOWEH OATYHE TEMNIEDaTyY Dbl CUCTEMB YTRABMEHWA LWAKNOM CTEDIANMIALMA.

[3.29 no EH 14180:2003)

3.32 KOHTPONLHBWR MUHKpoopradWam (refergnce microorganism): LWUTasmm MUKPOSPraHAIMa, nomy-
YEHHEIA M3 NPAIHAHHOR KONMEELMA KyNeTYP.

[2.39 no MCOIMC 11139:2006]

3.323 peatrecrauma (regualification): NoeTOpEHKME Y4aCcTH BANWIAUKK B UENAX NOTEEEHKOASHWA Npo-
OOMEA0LERCA NPHEMNEMOCTH CNeynMUMPOBAHHOrD NpOUECCa.

[2.40 no MCOIMC 11139:2006]

3.34 yeTpoRCTBO WENLITAHMA Ha3 OCTATOYHBIA dropmanesgerng (residues challenge devise):
YCTPOWCTBO, HCNONBEIYEMOE ANA CUeHEW e KTHEBHOCTH QECopGUMH UHKNA CTEDHMHIaLHH.

3.35 cpeAbi NHTAKWWe (senvices). [TATaHKe M3 BHEWHWE HCTOYHWEDSR, HeohxoOUMMOoE ANA KOPDEeKTHO-
ro @yYHKUMOHWDORSHWA CTERMNHAALMOHHOID 0D0pYACEIHMA .

Apusep — Inekmpuyiecmas, aoda, caambil sosdyy, dpenas.

[2.41 wa WCOITC 11139:2006]

3.36 onpeaenATk, cheudwdrukposate (specify)l [MNogpobHo ONMCEBaTE B YTBEDWIEHHOM
OOEYMEHTE.

[2.42 no ACOIMC 11139:2006]

3.37 crepwnadT (sterilant): MukpobouHddHbeA are T, NonyYeield U3 Napa, cogepdaens poprMank-
perua.

[3.31 no EH 14180:2003)

I pRAMBEYBHWAE— CTEDMNAHT I}ﬁﬂEByETEH NYTEM ERINADHEBHNR HI-'IBZFIﬂﬁEIHI-’IJ:IHEI o pacTadpa W Bae0e-HUR aro na-
AOE B KaMepy CTEDHNHIBTORA.

338 wHseruMAa cTeprnadTa (sterlant injection): EQsiu4Han Mnu noatopsesan drasa, HasrHaowancs
C BEEAEHHA CTEPUNAHTA B BAKYYMHPOSAHHY: KAMEPY CTEQUNMIATOPA M IAKIHYHBAWAACA JOCTHREHHEM B
ATOM Kamepe 1IA0AHHONS PAGOYErD Oanne A .

[3.32 no EH 14180:2003)

3.39 crepMnieHBIF (sterile) He cofepsauikng MEaHacnocob B MEUKPOSEraHHIMOB,

[2.43 no MCOIMC11139:2006]

340 crepunieHocTe (sterlity). CocToAHME, XapaskTepuayiolwescA OTCYTCTEHEM HHIMeCnooobHbIx
MHEDOODTAHMIMOE,

M pPAMEYEHH:e— Ha NpaKTHKE HEBOSZMOMHD JOKa38ThE aboonwTHOS OTCYTLTEME MAKDOORTAHWIMOE.

[2.45 wa MCOVTC 11135:2008]

341 cTepunuaauuwAa (sterlization): BanvgupoRaKHeld NpoUEsc, HCNOoNsayeMEA Ans oceoboNde A
MPOAYETa OT BOEX MAIHECNOCODMHBIX MUKPOOPTAHAIMOE.
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NMpumedanne—B NEoyaccs CTeDUNRIaUHSE DPEpLaE OTMEPAEHAA MAEDOOPrAHAIMOB ONHCEIEASTCA SECN0HaH-
LHANEHOA @yHELH B CNefosaTeneHE, HANHY@E B IHecnocobHeix MAKROSPrasM It oE HA KEROOM OTOSN=HOM H302Nnd MO-
HET BeTh EbipAEeHY 8 TEDMWHAK BeDOATHOCTH. B To apema K3k 3T2 BEDOATHOLTE MOEET O=iTh CHUMEHS 40 CMEHE MEnNkIx
AHAMEHMER, OHE HRKEOMDA He MOeT GuTe QoBRafaHs 00 Hy A

[2.4T no MCOWTC 11138:2006]

342 uMkn crepMnaiauum (sterlization cycle). MNpegonpegeneyHas NoCNeLOBATENEHOCTE PadoymMy
Da3. BHNONHAGMAR 8 CTEQUNWIATODE B UENAX CTEPUNMIALKMA W JecopbusH.

[3.37 no EH 14180:2003]

343 cTepunUiaunoHHaA 3arpyaka (sterlization load): Manennda, KOTOpRE SOMNEHL COBMECTHD CTEDH-
NK3I0BATECA (MAA COBMECTHO NOABERINMCE CTEPHMNMIALMK] C MCHONEIOEAHWENM ONpeJeneHHorn Npouecca
CTEPMNMIALHH.

[2.48 no MCOYTC 11139:2006]

3.44 npoyecc cTepunMIauun (stenlization process): NMocneoparteNsHocTe JEACTEWA KWW ONEpayHE
ANA OOCTHMEHHA YCTAHOBNEHHBX TPEGOBAHWA K CTEDHNBHOCTH W CHWMEHMA OCTATHEOB CTERWNAHMTA A0
ACNYCTHMOTD YPOBHA.

[2.49 no MCOTC 11139:2006]

Npuwmeywasde—NocnegoBaTeNe=00Te GEACTEAA HNW ONEpAUHA BENOYaET & celda npeleapeTensHy obpa-
Gorey (2cnu TReGyeTCA), IKCOOZHUMID — BOICEACTEME CTEQMNAZYIOWETD BREHTA NPH CNDELENEHHE X YONOBRAK, # modyo
HeobBxoaW My K 3aknYnTeneHyss oBpaboTy. B wMcno 3TWx DeACTEHA HE BXOGAT HHEEKAE ONSpAUWR, NPe0wecT By oLULde
NEOWeCsy CTERMNUIBUNK, THEHS KK O WCTHE. OS3RHEEEUHA UK YNSK0EKE.

345 crepunuayiowri arenT {sterilizing agent), PUIMYECEHE KN XUMAYSCKWA 05 LEKT, ANK WX KOMEK-
HALWA, HMEDLHE DOCTITOYHYE MUREPOOOUMOHYID SETHBHOCTE A8 OOCTHMEHWA CTERWILHOCTH B 3303HHEBX
YENOBAAK.

{250 no MCO'TC 11138:2006]

NMpumesanne — ETEPI’:HHS}'H:IILIH:H BredT npagcraanaer cofon NNeHEY EOHSHCAaTa, I:I-EE-EJIZIEEHH:"H:I 33 CHET
KEOHOSHTAUWM CTERWAMNAHTA =3 NOBSQAHOCTH MeB0HUMHCEDND HEQenns, NOJESpraklaraci CTapunazaud .

346 kpHBAA BLIMMBABMOCTH {Survivor curvel: MpadMyeckos NOEACTARNEHUE MHAKTHEALMWKA Nonyna-
LMK MMKPOCPIraHMIMOR NPK YBENKMYEHHKY B030eACTEMA MUKDODOLMOHOMD aredTa B YKAIAHHEX YCIOBMAX,

[2.51 no MCOMC 114138:2006]

347 panuaauma (validation): DokyMERTHRCBAHHAA NPOLEOYDA NONYHEHKE, JANKCH M MHTERNPETALMH
pEIVNLTATON, He0OXoOUMAA ONA YCTAHOBMNSHWA TOrD, YTO NPOUECe HEWIMeHHD BYOeT Bu0asaTe NPOOYET,
COOTRETCTAYHWMWA NpedEapMTENBHD ONDeaeneH bl M CRewbmKaLman.

[2.55 no MCOITC 11138:2006]

4 3neMeHTbl CHCTEMbI YnpaenedWa Ka4ecTBOM

4.1 NokymMeHTHpOBaHHE

4.1.1 Jomsue Deme cneundvuMpoBaHsl NpoUedypsl ONA sawaod gaie pailpabBoTik, BanUIaLn-,
PYTUHHOMD KECHTRONA WM BRINYCKE NPOOYETA NOCNE CTEDMNAIALMK.

4.1.2 AoxyMeHTayna 1 aanuscH, Tpebyesmee HACTOALWLKMM CTAaHZapToM, QOMEHb DacCMaToHBaTECA M
YTEEPKAATECA CNELUHANSHO HAIHAYEHHEM nepcoHanom (oM. 4.2.1). JokyMeEHTALMA M 33MKCKH Q0MHEHE KOR-
TRONMPOBATLCRE B COOTEETCTEHN © YCTAHOENEHHLIMA TREDOBAHHUAMK CHCTEM YNPABNEHWA KIYECTEOM, CM.,
Hanpumep, EH MCO 13485,

4.2 OTBeTCTEBEHHOCTE 3a yNpasneHWs

421 MonHoMoUYKMa W OTERTCTEEHHOCTE 33 BHEODEHUE W WCNONHEHWME NPoUedYD, CNWCAMHBLIX B HACTOR-
LWEM CTAHOANTE, A0NHKHE GblTe cNeynhruMposans. OTRETCTEEHHOCTE J0NKHA BhlTh BOANOKEHA HA KOMME-
TEHTHEIA NEpCoHan B COOTEETCTEMA © YCTAHOBNEHHON CHCTEMOA OGecneysHnA KaYyecTea, CM., HANPUMERD,
MCO 13485,

422 Ecnv TpeboRpaMMa HACTOALLErD CTAMAAPTA OOMEHEl BRINOMHATLCA PAIHBMWY OPraHMIaUMAME C
PAIAEMEHEMA CACTEMAMH MEHELHMEHTA KAYECTEA, OTEETCTEEHHOCTE M MONHOMOYKA KAXA0HA M3 TAKWE 0pra-
HHZAUME AoN#HE BblTe CNeLUEHLHWDoREaHE.

4.3 PeanuaauwA NpogysidK

4.3.1 MNpousayped 33KYN0K QOMNEHB DeiTh CReUdprULEPOBaHE. 3TH NPOUSaYPE DONHHLl COOTRETCTED-
BaTh YCTAHOBNEHHOW CHCTaME 0DECNeYeHrA Ka4YecTaa, Cad, Hanpumep, MCO 13485,

&
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4 3.2 Mpouedypel CEHTREWEILNA ¥ NRPOCNEKHMBAHKA NPOLYELAM 0NMHE BbiTe CReudMLHMpoEaHE.
STH NPOUEOYpE GOMGEHBl COOTBETCTACEATE YCTAHOBNEHHON CHeTEME oDeCneYEHHA KEA4EcTEa CM., HANDHKMER,
MCO 13485,

Mpumeayaduwe—EHKMCO 13485 getanwadpyer TReBosaHnA K NEpECMOTRY NROEKTOR.

4.3.3 DonHs CeiTe cnegu@UUWpoBandsl NOOUEOVDE, COOTRESTCTEVIOIWLKE NPHUMEHHMBIM DAa3OeNaAM
MCO 13485 wnn MCO 10012, npeaMasHadeHise 4NA KanADpoRKd MK NOOCTpodA k! penynipoegd obopy Loaa-
HHA, BRMIOYES MIMEDATENBHYID aNNapaTypy ANS NPOBS0EHAR HCNBITEHWA, HCNoNBEIYEMY DNA oNpenenaHua
COOTERTCTEMA TReDonaHMARM HACTOALWETD CTAHGADTA.

4.4 KoWTponk HECOOTEETCTEYHILLEN NpoayKLHK

Oonwik Bbme cneudduuMpoBats NpoUeRYpE KOHTPOMNA NPOAYKLMK, NPMAHAHHDN HECOOTEETCTEYK-
Wel, a TAKKE NPOUEIyDE GNA KOPREKTHDOBKK, KOPDEKTHDYIOWMKY ¥ NDEAYNPEiMTENEHEX QeACTERR. Takwe
NPOUEaYDel GOMEHL COOTBETCTEOBATE YCTAHOBNEHHOR CHMCTEME OGBCTBUBHMA KAYSCTES CM., HANDHMEp,
MCO 13485,

5 XapakTepWCTHKM CTEPMNU3YIOWEro areHTa

51 OBwan HHpopmaluxa

Liens aToro QeACTEMA — ONPaLENeHne CTEPMNMAYIOWErND areHTa, ABMOHCTRALUNA Mo MUKpoBoUMaHoR
appEHTUEHOCTH, HOSHTHGMEALUWA aKTOPOE, BNUAKLLMY HE MUKPOGOUMOHYID 3D HEKTHEHOCTE, OLUSHKS BOa-
LEACTEHA CTEOHNHIYIOLWETD aredTa Ha MaTepHant ¥ onpenanedke TpebosaHdi K G2I0NacHOCTH NepooHana
W AALIMTE OKDYMAKWER CREOk .

MpriMeadaHwe 1 — XAPAKTEQMCTHEN HH3KOTEMNEPATYRHEX hopManeaeriases (LTSF) npousccos, #Wakod
TEMAEDATYREl M HOPMAENESETA0A XOPOLWLS HEBALTHE: fNArodepR AECATHARTHAM WX pa3patioTks ¥ NPEKTHHECKOMD NPHKMEHE-
#HR. TeM e MeHee, pEIRaboTia HOBME NPOUECCOE MoxeT noTpefoBaTe HOBRIE VOGN EOCEAHHA.

MpumadaH#re 2 — Ecnk Heobxogumesl 18pakTERHIAGHOHHEIE HOCNEROBAHWA CTEPWNMIYHIWEND SMEHTa & HE-
TRPEAMUADHHOA (HOPMAENELETMAHGA CMECEI, 3TH KCCNEL0ERHHA CNE0YET BRINOMHATE Nog OhHUNANEHIM KOHTRONEM pai-
pabiorox (ce. EH MO0 1 3465).

5.2 CTepunMIyIOWHA arexT

OonwHel BeiTe papafoTaHsl CNeuMMiaus MUKpoGoUMaHOTD pacTEOpa M NEOUECcca, FreHapHpyIWero
CTEPIMUIYIOWWA areHT. 3TH CNeUMGUKaLMK JOMEHEL BENIOYATE, BCAK HY#HO, YCNOBWA Xpaneqna, obacnaun-
BAIOLIWE COOTRETCTEME MHUKPOGOUMOHOTE PacTBopa ero cneundiHKauMi Ha NPOTAMEHWH BCETD YKaA3aHHOro
QNA HEro CHOKa XpaHaHKA.

MpumeyaHee 1| — bones AETANEHEE YEEIEHKAA oM. B EH 14180, nogpazaen 10,3

MprmeyaHe e 2 — HdaoTEMABDATYPHEA NApO@EopMansgerddHsin (LTEF] npousco CTEpANMZALMH — 3TO
Mo RLHPOBEH HBIA NPOLUSCE NAPOEGH CTARPWN@EIALMWE, B X008 KOTOROMD PACTEGD PORMARBARTUAE {MEKPOBoUMAHEA pac-
TEOP) BENAPHBASTCA B TAZ08YH CMECE, SO0 PHAW YD NEP W dopmanederny. MuspofoungHER BETHEHOCTE AOCTHIASTCA 38
cveT oBpaZ08EH WA NNEHEW E0HIEHCATE HA NOBSPEHOCTH MESUURHCKMY #308NHA, NOOEEDIAM L HAECA CTEDHNRIBLHEA.

5.3 MukpoSoungHan »hheKTHEHDCTL

OonmHi BeiTe QOCTYNHL JEHHBIE, GEMOHCT DA PYIOWAE MAKDOB0LMOHYD addbeTHAEHOCTE CTRDUINIYIO-
Wero aredTa 8 X008 AsNofHEHKWA Npouecca.

HarHeie 0 MAKpoBoLMOHOR 3HDEKTUEHOCTH HHIKOTEMNENATYRHOND Napa B CMECH C (DOPMansd e gosm,
a Taswe CREAEHKA 00 HCNONLITRAHNKA ITOH CMETH B NPOUECCaY CTEPHUNHIALKK B NONHOM 05LEME JOKYMEH-
THPOBAHE U QOCTYNHGLL ANR MCCNEOCEATENERA W CNEUWANUCTOR 8 HAYHHLIX NHTEDATYPHEK HCTOYHKKAK.

I pAMEYEHAe — MaroTOBATENY CTEPHNMIATOROE QONEHE NPEO0CTARNATE 3TH SaHHEE CEOUM 3583 MEanm.

5.4 BoageAcTEBHE Ha MaTepHanbI

BoanefcTERE HMIKOTEMNEPaTYPHOMD Napa W (OpMans0erdga Ha MaTepuank: Kak CTepHXIaTopa, TaKk 1
NPOOYETa, CTANG XOpOoWo WIBECTHO NOCMAE QECATUNETHIA NPaKTHUECKOrD NpHMEeHeHuA. Tam He MeHaa, NpK
BHEAPEHAKR HOBBIX MATEPWANOR PEIYNeTaTel BO3ASACTEMA HA HUX CTEPUNUAYIOWErD aredTa (B TOM JWcne
MHOTOKpaTHOMND BO3ASRCTEMA, BCAW OHO HEDBX00MMO) A0NAHE BelTe OUEHEHE! M 0OKYMEHTUDOBANEL.
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5.5 BoanedcTBME HA OKPYHMIOWYH cpeny

BoasoiKHOE BAMAHKWE HE OKPYRE0LWYI0 CPEqY NpH WCNoNL30EaHHK (popMansferiaa B NooUecce CTepm-
NUIALMA GONKHD BRITE OUBHEHD W ONPEAENEHE MEQONPWATAA, 0GECNeYREAIOWLME IAWIATY OKPYHEKILLEN CRE-
Obl. YMOMRHYTAA OLEHKA, BKNIOYAIOWAR BOIMOMHLIE BPEIHLIE NOCNEACTEMA (BCNA TAKOBLIE MOTYT GhiTh)
CPEOCTES KOWTDOMA (BCNH TAKDBLIE oNpeloneHs), AonHHe BblTE JORYMEHTHEOEaHI.

NMpumesawue 1 — Cu. pyrkoeoactan 4 CEH «Pyso20acTao ng BENKYSHEK ACNSETOR ISLULATSl GREYEE DLER
Cpaar B CTAHGAPTE HA MPOAYKLMsI®.

Movwwmesanue 2— Cu. Tagke npunowedne D,

Npumesuwane 53— HeoBxonsamo Takke EIEFIETHTI: EHHMAaHWE H3 HANKWY#AE B HeEOTOREE CTPaHAX 33kHDAE-
TENbHBEIX TpEﬁﬂEEHHﬁ B OTHOWSHRW 331 WTE OEPYA0ULEERA GOk .

6 XapakTepWMCTHKW npouecca n oBbopynoBaHuA

6.1 Obwan wudopmaunna

Uene aToro OEACTEMA — oNpefeneHie Boero NPoUecca CTepUiMaanMy ¥ cTepUNMIaUHoHHore obopy-
OCEaHWA, HeofxoouMora OnA  GeaonacHoro  BRINONHEHMA MPOUECCa  CTEpUNMIALWM C©  XopoLwei
BOCNPOWIBOIAMOCTERD.

6.2 Mpouecc

6.2.1 3arpyzka gornssHa DeTe NoAREPrHyTa BO3ASACTEMID CTERHNMIYIOWETD AFeHTa B ONPELEnNeHHEX |
KOMTRONKPYeMBE yonopuax. MapaMeTpel NPOUScca HAPADY © HE 0NYCKAMKA O0MEHbl BalTh YCTAHOBMNEHE: K
ACKYMEHTHPOBAHE. YNOMAHYTEIE JONYCKH JOMEHL GblTh OCHOBAMEL HA 3HAHWKM KOMBUHALWK NapaMeTpos
npouecca, oGECNeYnBIAKoWME  MUMUMaNEHD DONYCTHMYKD  MEKpoBouuosyio 3hhekTHEROCTE W BhiNYCK
MNEAHeMNesoro NpoLyKTa.

6.2.2 CpaicTea MOHWTODHHTE M YNPaBNEHKWA NpOLUECCoM JONHE BalTe onpagenesl W cnelndmunpo-
BaHb.

MopumesasHe—Cum EH 14180, pazpen 5.

§.2.3 KadecTao napa, MCNoNbkayemMoro Ha NpoTAKEHWM BCEMD UMKAa CTEQHNAIALMK, J0MKH0 DT Cre-
UMDHUMpoeado. 3TO Ka%eCcTRO QOMMHO DbMh NPWIogHLIM ONA MCNOoNeICBAHKWA Napa No HAIHaYeHHI0, K2k B
OTHOWEHWH OBopYJ0BaHHA, Tk M B OTHOLWEHWA NROOyKTa,

Npumesawne— Cu EH 14180, nogpaagan 10.4.

6.2.4 NMoban obpabotea NpoayKTa, KOTODEA MOWET NOTPES0BAaATLCA NOCNE BOA0RHCTENA CTERMNMHIYI0-
weans aredta gna obecnevedna 0e3onacHocTH W yHKLUMOHANEHO0CTI NPOogykTa, OoM#Ha DelTe onpegeneHa
KaK YacTe NPOUEcCa CTEPHMMIALNMA W AOKYMEHTHPOBAHE .

£.2.5 LkeEn cTepriHaalkd JoMHeH BENKHaTe B Ce0a!

a} yganeHWe soagyxa;

B} KOHOWUWOHADOBIHKWE,

C) MHMEELMIO CTEDHAAHTA;

d} ppemMa YpaBHWBaHWA W BReMA YOSPKaHHA,

e} pecopbumo;

fl BnycK BOAOyXa 00 JoCTHEEHKA aTMOcHEnHorD JaBneHna.

Npuwesasde— ONAnonyYeHEa J0N0NHATENEHOR ®HEODMELRAR cW. EH 14180, pucyHor 4.

6.3 ObopyooBaHHde

§.3.1 OSopyaoceaHKe, WonoNe3YeMos ONA HHIKOTEMNEpaTypHOR dhopmanslernaHol CTEPUNMIALMM,
O0MMHD BETE CNeUHbHUMPOBaHD.

8.3.2 CneuwduEauna obopyoosadds JONsHa BKNDYaTEeE B ce0A (M0 HE OrpaHHYHBATECA TONBKD 3THM
ONMCAHKE CTERUNMIALMOHHOMD oROpY IOBEHKA, NPABKNA 80 MOHTAXA, ONMCaHWE NPUHAGNeXHOCTEH, onKea-
HWE PACKOOHEX MATELWANOE M WHLIX OTHOGRLLWXCA K HEMY MAOENHE M MaTepManod cornackio TpeboBaHKuam
EH 14180, pasgen 9, oTHOCKTENEHO NEEACCTABNASMON HHOOEMALMA.

6.3.3 Yonoawa xpaHeHHa pacTeopa opMansferia Ac HCNoONBI0BIHWA W B3 BpEMA UCNONLICEIHHA
OOMMHE COOTEETCTEORATE ClelMdiukann (oM. 5.2).

§.3.4 Mporpammece obecnEYeHHa, NCNONBIYEMOE GNA YNPABMNEHHA WIANK MOHKTODHHIE NpoUecea,
Aon#HO Bl Te MOATOTOBMEHD W BANWGHPOBAHD B COOTEETCTREMK C TPEGOBAHKMAMYK ANEMEHTOE CHCTEMEI YNpaE-

]
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NEMAR KAYECTEOM, 0GaCNeYnBELLME GOKYMEHTANEHOE CRMOBTENECTED TOTO. YTO NporpammHoe obacnade-
HME COOTBETCTEYET CEORH CeUMdMEaLiA.

Mpuameyad«e—0nANoAyHesAR DONONHATENESOA HEopMaumny cq, EH MCD 153435,

6.3.5 DomkHe BelTe B HaNWYWKM cpeacTea, obDecnedreamlive rapadTyin Toro, 410 chod dryHELMI
yNPABRNEHWA HE MEWREGET K GO0 3anKck NapaMeTpoR Npolyecca Takke obpazom, YTo HeabesTHE LA npo-
yecc BvoeT CHMTaTECA ADe THBHBEIN.

I pAMBYaH#Ee | — ATo soHeT beiTh OOCTHTHYTY £aK ACNOAEIDEAHWEM HE3AEH CHMBIX CHCTEM YNPaBNEHWA &
MOHHTORKHTA, TAE W NEQSEDECTHRE MKA NROESLAME SHEYEHWA NePAMEHHSEIX NDOYBCCE. NONYYEHH X 0T CHGTEM YIDAENEHWA
W MOHWTORMWHIE. 4TO NOZBINOAT ONpelennTe nfkie HECOOTEETCTEMA H WHOWLUHpOBaTe DL I-'IEH!,I'.

Mpumayades 22— EH 14180 Tpelyet NPAMEHEHHA HEIBEHCHMEX CHOTEM YNREBNSHHA M 3ANHCW Q8HHBIN.

7 OnpegeneHde npoaykTa

7.1 Uenke a10ro gedcTErs — GNPeiendTe NpoOyKET, NOONerawsi CTEpUIKAaLMK, BxnnYan Mukpabko-
NOFHEHECKOSs KaYecTED NPOAYITa 00 CTEPMNMIALMA ¥ cnocoh ero yNakoBKK M NoAroToOBKK K CTERHNHMAALNA.

7.2 NedcTods No onpeaene s NPoayETa AoniHe GbiTe BRNONHEHE 00 NPAMEHEHKE NQOLRCCS CTRON-
MAZZUMA K HOBORY UMW MIMEHEHHOMY NROOYETY, YNEKOBKE UK KOHUrYRALAN 3850y IHM0.

Ona ofecnevsHua COOTRETCTENA 3TOMY TPeGonauMe D0MHE GelTe DACCMOTDEHS J8MOHCTPEUME pan-
HOLEHHOCTIA PaHes BanuouMponaHHOMy NECOYKTY, YNK0EKE MNK Ccxeme aarpyaki. Modan geMoucTpayua pao-
HOLLEHHOCTIA GONMHA BedTh JOKYMEHTHDOBAHA.

Mpumedadse—Ana wenonHedaa atore TpeboBaHWA moweT noTpeboBaTecs, 4TOGL OpPrasMiIdauwA, DoyUje-
CTENADILEA NPOLUSCE CTERUNAIELWA, Deina 0BSCNaUSHE COOTEETCTEYI WSH NHCaMEHHORA UWHPORMALHEA 0T WIFOTORMTENA
WMEQEUMHCHOrD H30en«A (es. EH MCO 17664 AanK MaroToBRTENA CTERHNWABUMOHACTD COopYaoBaHAA WiANH HArDToRWTS-
Nt YMAEOBOUMHE X MATEDWANOE.

7.3 MNpogykT W ens ynakoaga AonHHe obecneddBaTte yoanaHWe Boagyxa i obnerdate NPoHHKaHne cTe-
pranAHTa. JoneHo GuiTe oNpegeneso MEecTo BHYTEK NpOGYKTa, B KOTOPOM CTEDHNW3aUMA Haywbonee aatpya-
HATEMEHA.

7.4 Donweo BelTe NPOOSMOMCTPUDOEIHD (NYTEM OUEHKA WIH MCNBITAHKA — B 3I3EMCHMMOCTH OT TOro,
HTO Bones NPMMEHKMS), Y4TO CRELWDNLMPOBaHHEIR NPOUSSS CTEPHNMIALHK HE BRAWAST Ha MCNOMNLAYVEMBIE
MATEPWANE WHNK Ha NDABKNLHOE DYHEUAOHMDOEAHWE NPOOYETA W 8rg yNasosm,

I pAMEBYEH®E— B PEIYNETATE MHOMZNSTHER NPAKTHEN HAKOMNNEH GONBWOA ONET B SBCTH COBMECTHMOCTE Ma-
TEDUERGE G HUIKOTEMNERATYIHE M POPMENEILeruOHIM NE0ye ook

7.5 [Ona noeTopHoN CTERMNAIALAA NDOOYKTOa O0NKHO BiTh DUEHEMD BNUAHKE MOBTORHONR oS paboTrK
Ha NPOOYET KW Bro YNakosky (oM. Takke EH WMCO 17664 ).

7.6 Jonsxa OulTe CNpeLensyda, QoK MeHTHPOBAKE W NOANepwaAHa B A8ACTEYIOLLEM COCTORMWA CHCTE-
Ma, FAQAHTHRYLWLARA, YTO COCTOAHME NPOOYETa, B Noboe apama NpegcTaEne dors A8 CTePUNKAIALKA, HAX0-
QWTCA NOG KOHTRPOMEM H HE CTABKWT Nog yrpody 3QdQeiTHEHOCTE NDOUETCE CTEPHNMIZLIAM,

7.7 MPDEKTHBHOCTE CHCTEMEl, ONZEAENEHHON B COOTRETCTEMHA ¢ 7.6, gomssa GeiTe aokasaHa. [dna
MEQWLWHCKME MAOENKA OOHOPAICECTD NPUMEHEHKA OeMOHCTPaUKMA IDeKTHEHOCT OO0MKHE BEN0YaTs
OUeHKy DHOHarpyaKK B cooteeToTaMM ¢ EH WCC 117 37-1. Ang sHorckpato 0GpadaTeiBaeMelx MEOHLHHCEHX
HINendd 273 AEMOHCTDEUMA SOMEHa BEMKYaTe OUeHKy 3dubekTMasHoCTd NoaroTOBWTeNsHLIX JeHCTRHA,
TAKWX KaK OYHMCTES W (2CNK NDMMEHUMO) NPOUECE OesMHeKLMK.

Mprwedadse— CTaAdapTel HE cOOpYADBEHHE N0 CHMHETEE ¥ D2IMHPEKUMH MEQAUWHCKRE H30ENHA 00 WX £Te-
pUNAzELWE BNy onyBnvioeade (oM. EH WOO 15363). 3T cTAHDAPTH BEN0YEHT METOAH SeMOHETREUMH 3@ e THEHDC -
TH OHHUCTEA W DEadHDERLM K,

7.5 WaroToRuTeNE MEQUUKMHCKOMD MIOBNME JOMEEH OUEHKTE XaDaKTEPHUCTHEK, KACcaoWMeca yaepsa-
HIA hopMansderuia NpodyETomM, CRABHMEAR HX C XapakTepUCcTHEAMH MHAMKATOopa 3 derTHBHOCTH gecopi-
uue, kak ykazawo 8 EH 14180, npunowewwe C, paagen C.5. PedynbTatol OUEHEW OONHHB YyYWTHBATSH
NpeaensHbe aHad4eH s, npueedesnse B EH 14180, npunoweHne E, a TaKEe MHBE MIBECTHLIE TOKCHEOMOMA-
HECKWE JatHBIE,
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8 OnpepeneHue npouecca

8.1 Uens aaukors eRcTEWA — NoAyYesre JeTankHol cneuddukansy Npouecca CTeEPHNMAaLNA, o=
MEHASMOTD K ONpeOeneHHoMy NPoOysTy (CM. paigen 7) ans JocTdmesins Tpedyemod MukpoboungHoil
ppekTHBHOCTIH Ges yriyaWeH A Gea0nacHocTd, Ka4ecTea W paboToonocoDHOCTH ATOrD NPOGYKTA.

82 MNpouecc CTEPANAIALNMA, NPMMEHAEMEIR K ONpaneneH oMY NpOOVETY, Qon#eH BeiTe YyCTaHoRNEH
MyTEM QEMOHCTPALWA JOCTHEEHWA NAapaMeTRoR NPOLUECC NO PEIYNETATAM HIMEDEHWA, SCNIK 3T BOIMOHHD
Ha NPAKTHKE, 3 TAXHE NYTEM:

2} OemMoHCTDAUMH NONHOA NMBEnK 3a CYeT MCNONBI0BAHWA METOO0E, ONWCAHHEX B NPUIOHEHMA B, M

b} nogadyeld CTEpMNMIYIOWETS aAreHTa NPK YCONoBEWAK, COajaHHulx TakkuM obpaaom, 4Tobel npouece
OGeCTEYMBAN MEHBLIYIO NETANBHOCTE, YoM DACCMATPHEaSMBIR NPoUECT CTERMMYMIALMK ochacneYrvBeasT gna
OnNpeJeneHHoro NEOOYETa {CM. NpURokeHE A).

MNMpumeswanne— QeACTEMA DO NEpEACnB=AR D} sMoryT BEiTe HCNONE308AHEl TONBED & YONCEAAX JECNEDAMEHTS.

8.3 BronorvYecke MHOMKATORE MKW KHOKYTHPOBAHHEE HOCHTENK, HCNONLIYEMBIE KAK SaCTh CNpene-
NEHWA NPOYUEcCa CTERHNMIALMK, J0NHHEL:

a} cooTReTCTEOBAaTh Tpeboaanmanm EH MCO 111381 1 (BcnK HCNoNs3IYETCR METOD, ONHCAHHEIR B NpH-
noxeHkn B) TpeSopanmam B.2 2.

Mpumesanme — I'Ipu MCNONsI0BaHHy BUONoresecEnx MHOWKaTORDE Cneayar af PATAUTE EHAMAHWE H8 HHCTDYE-
LA, Mp20ocTEaNAEMBES AZTCTOEMTENEM

b} ObiTe pasMEEHsl B TEX YACTAX NPOOYETA, [OE YCMNODHA CTEPHMNAIALUNA NPpYIHaHsl HanGonee Tpyg-
Hilk, M0 B YCTPOWCTEE ONA MCNsITaHMKA Npouecca (ca. EH 867-3).

8.4 Ecnu xvmMWHECKME MHOKKETORE MCHONLIYIOTCA K3K 4ACTE ONPE0ENEHAR NPOLUECca CTEPUIAIAL I,
OHH QOMEHE COOTBETCTROBATE TpeGopanyan EH MCO 11140-1.

n PHUHMESNEHWE— I'Ipn WENONb308aHHW EHMAYe DK WHOWKaTOROE cneqyes I:IEIPETH"I'I:. BHHMaHWHE H3 HHCTDYE-
U, NpeOCTEENAEMEBE AZTOTOENTEREM

B 5 Ecnw npopepea CTEPWMNEHOCTH BLINONHASTCA K3K 4acTk ONPEAEnEHHA NPOUECCA CTEPUNN3aLn9,
TaKad NpoRapka JoM¥MHa CoOTRETCTEORATE TpeboaanuwaM EH MCO 11737-2,

8.6 OnpegeneHde (YoTaHoBNEHHE ) NpoUEcca CTeDHNAIaUME JONMMHD BRNINYATL B Ca0R MeTOOLI, NpH-
BOOALME OCTATOUYHEE YRORHM CTEPWNMIYVKLWETD areHTa B NPodykTe K YPoRHAM, HE NPEEHUaKWHK IHaYe-
HUA, cneyuchruMpoearHee 8 EH 14180, nogpazpen 6.2, MapameTtpet Takod obpaboTed  SoMmeHb
GasMpoBaTECA HE HAWMXYOLWWY YCMNOBWAX NpOUScCa B OTHOWEHWY DCTaTKOE.

NMpuwmesasne 1— Bubop NERAMETPOE NPOUSICE MOMET ENWATE HE YPOBHW OCTATOMHEOMD CTEDMNRIVEILLETD
AIBHTE.

Npumesanme 2— EI'IE.'.'L[:'HT NPWHAMATE EO BHUMEH S caocoBee FHHEUTGHEHRNS W CIEIFI BWEHWE C XAMUEITAME 1
HHOWMEATOPAMKA, MCOOAEIYEMEIMA NPH ;}E‘EFIEEEITEE- NpoUecca CTepunAIanHn.

8.7 MpoaykT Oon¥eH OTESYaTE CEOMM cnelndrUMpoRaHHEIM TDED0BAHHAM B OTHOLWEHWH Ba3onacHoc-
TH, KAYECTEAE ¥ paboyrx XapakTepucTHE NOCNE NPoXOXASHKMA Y2Pea NPOUECs CTEPUTHAALMA C HAWDONS s KoK=
THHHEIMA HOEHTWDHLWDOEAHHBIMIK NAPaMETDaMH.

B cny4anx, Korga pysoaodcTea gna Mucrospatho obpataTusaeMilx H3J8NHEd cOOQep#aT JeTankanpo-
BamHHbe TOEDoBaHWMA K CTEPUNHIALKA # 3TH TPEBCEaHWA BRNONHEHE, CNEOYeT OXHIATE, Y4TO TpeSoRIHWA K
Ge3nnacHocTi, KaYecTsy W pabodynm XapakTepucTHram npodyeTa GyayT cofniogers (oM. EH MCD 17664 ).

8.8 YoTaHORNEHHEIA NPOUECE CTERHAKAIALWA DoNHeH BblTe ONpeaened. cnedruHMpoaan B SORYMEH-
THROBEH.

9 Banupauusa

9.1 Obwan wHpopmMawnn

9.1.1 Uenwio sandgaukid AsNASTCA OEMOHCTRAUMA TOMD, YTO CTEDHMHMIALACHHEIA UKKN, YCTaHOBMEH-
Hbll B X008 ONpeaeneHks Npouecca (o, paanen 8), MoxeT 3 DesTHERD W ¢ XOp0LWEH BOCN POMABCOMMOCTEI
BEIMNONHATLCA HA CTEPHAMIYEMON Jarpyake. Banvgauds COCTOMT M3 HECKONbEWX ONpeaenas by Nocnedona-
TeNBEHBIX 3TAN0RE, aTTecTaunA ModTama (1Q), atTecTauus akcnnyartauky (O0) W atTecTayna ascnnyaTpye-
roro obopygosasda (PO

NMpuwmesad e — DTHOCHTENEHD DEATTECTAWMH oM. 123

10
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0.1.2 VeneTatensHoe oGopyAoBalke, HCNonNsayeMoe B 2006 Band3aund, DomsHs SelTe cneyudrdun-
POBAHD.

Mpuuadad®es— PYLBOOCTED NpHESSEHS B EH 14130, npunosedse .

9.1.3 Nocne MoHTaka, HO Nepad BLNoNHEHMeEM aTTECTAULMA MoHTaMa (10), HeoSxXoguMo NOOTEEpONTS
CTATYC KANWGPOBKK KW NOACTPOHKK BoEX NoMOoPOB (BKNIOYAA BOE KOMTRONLHO-MIMEDHTENBHBIE NPHGORGI),
HCNOMNLAYEMES GMNA MOHWTODWANE, YNDABENeHUA, MHOWEaLWA WM 2anncKn (cm. 4.3.3).

9.1.4 0o Hadana pandiauwdd K3k MAHAMYM CNedyiolwan AHgopMadKs Wnd JokyMeHTanna JonHHEe
OliTe: MpOREPEHE! HA BANMOHOCTE W MPHMEHKMOCTE!

= CTaMOapTHee paboYMe NPOUEAYDE ONA NPOUSCCa CTEPMNMIALMK, BEMIOYaA DOKYMENTALMWID Ha DYTHH=
HELE OMepauwd, yNpaenaikie NpoueccomM, MOHATOPMNT, BEMYCK NRPOOYETa W Nepuogu-eckos oGcnyueaHue
obopyooBaHKa,

= KBANMWDMEALWA M CTATYC 0DyY4YaHua Nepcoxana;

- panWadposasian apGerTHBHOCTE NOOUECCoE OYUCTEIW M AgskHieklnd npogykTa, Nognesawlen
CTEDMNHIALMHK,

- PYKOBOACTESD NONLIOBATENA W TEXHWYECKAR OOKYMEHTAUMA Ha HHUAKOTEMNERaATYDHBIA QOopMansge-
FAOHEE CTEPHNMIATOD M &ro NpUWHALNEMHICTIA,

= MNPOBEEPKA MMTAIOWMX CREa M pacXoqHeX MATEDWAN0s Ha COOTESTCTEME WX CneluguealnMan;

- COBMECTHMOCTE NPOOYETOR M KX YNAKDBKW © HMAKOTEMIZDATYDHbIM COpMANEISTHOHBIM MPOLECCOM
CTEDUNHIALLNAN,

= YNAKOBOHYHBIE NHCTE M KOHEUMYDALUWOHHEE CXEME NPOOYKTOR [KOHMUIYPALMK IAMDYIKA ], MCNoNEIyE-
MilE B Py THHHBEX ONepalMax;

« HOHHMYPAUMOHHBIE CREMBL NDOOYKTOR (KOHDWIYREUWH 3arpyand), NpegHaIHayedHLx ana arrecra-
UM akcnnyaThpyeMoro obopyaosanna (PO,

9.2 AtrecTtauWAa ModTama (1Q)

9.2.1 Oowan vHpopMaunn

ATTecTauxnA MoHTaxa (10) BuINonNHASTCA ANA QEMOHCTRALKWKA TOND, YTo CTEpUMaaunoHsoe obopygoea-
HAE W BCE B0 BCMOMOraTENsHLIE YCTPOACTES BLiNK NOCTABNEHLl W CMOHTUDOBaHE B COOTBETCTBKA © WX CNa-
Urdbukadxen (oM. C.9.2).

9.2.2 MouTax

9.2.21 Mecro, rge Gynet yeTaHoBNeHs 00Dy OOBaHWE, BENKHAA Boe TPEOOBRIHWMA K NETAKILWMM cpe=
Jaws, AonsHo SeiTe cnedndryuposano (om. EH 14180, pasaen 10). Modoie cneyraneEHee Mepe M NPegocTo-
POMHOCTHE QonMHE BbiTe HOeHTHMUMDOBAHE (HANDUMED, YCTPOACTEa DEa0nNacHoCTH).

0.2.2.2 MHCTRYEUMHA No MOHTEKY GOMEHE BbiTe JOKYMEHTUDOEAHE W JONKHA BENKYaTE B Ce0A nHCTRYE-
LW Mo 0Xpaqe 300p0BeA W TEXHKWKE BE30NacHOCT ONA NepCoMana.

9223 Donembl BTE GOCTYIHE MHCTPYKUWA N0 BEaonacHOoMy KpaHe M MUEpoboLMaHOrD pACTEORA,
COaCNeYdBaiowWe CoOXpaHeHHe Bro KaYecTea W COCTABA COrMacHD CheurdiEaLm.

89.2.2.4 Yeprexd 0SopyaAnBaAHMA [TaK, Kag OHD CMOHTHPORAHD No PakTy), TpyDHOH 0GBER3KK # noBoro
BOMCAHATENEHOMD oO0pYI0BaHMA B XOO8 BuINOMNHEHWA aTTECTAUMM MOHTAXA JON¥HE DHTE NPHESOEHE: K
CKOHYETENLHOMY BWOY.

9.2.2.5 He gonsHo HAGMoOaTECA HHESEWX Y TEYEH WK HENpegyCcMoTREHHLIX Belbpocoa Wa obopygoea-
HIAA.

89.2.3 ObopyooBanme

9.2.3.1 Dornexo ORTE NPOBEREHD W YOOCTOBSDEHD COOTEETCTEME CNeudddMKkauMi CTeEpUNKaIaTopa K
BOEX @rd A0NoNHWTENbHB YCTRPORCTE.

TpeGoeaHdA K HHEODMALWA, KOTORaA QOEEHE GblTe 0SecneweHa, oroeopeHsl B EH 14180, pasgen 9,
TpeGoRaHHA K MapKupoREaM M aTHKeTkam — 8 EH 14180, pasznen 8.

9.2.32 Jonesa ObiTe NpoaepeHa Ge3onacHocTs 0GopYAOBAHKMA B COOTRETCTEMM C KDMTEDHAME, YEa-
FBHHBLIMKA B 8M0 CReundrKaLmMi9,

I pHAMEYEHMA2— Nna atod BERMPHEELAA MOMHD ACNONLIDESTR D'E Enapadwin o COCTESTCTEMA UNA MHO0A BHA-
Norn-Hed CepTUEMLaT.

8.2.3.3 Cnegyer NnpoBepWTE GOCTYNHOCTL COOTEETCTEYIOW M pabo4nx npoueayp AnA obopyoBasdA.

8.3 ATtrecTauWsa akcnnyaTauwnu (OQ)

9.3.1 ATrecTauds skcnnvaTtaydu (OQ) aonsHa BLNONHATLECA C HCNoNeE30BaAHHEM CNEuWdHUHpoBaH-
HEdX KOHTDOMNEHEIN JArPYI0K M JOMKHA NPOOeMOHCTRMPORATE CROCOBHOCTE YCTAHOBNEHHOMD 0D0PYA0BAHMA
CBeCneYBATE BRMNONHEHHWE NPOLSCCa CTEDUMTHIALKMK B NDEJENAX YCTAHOBNEHHEY AONyCKoR (o, &9 3. 4).
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| PUHMEYHBHHWE — |:|1E'.'.'I.!||'-ET APUMHEMATE BED BHMKMAH WS CNn ooofip YTHAMIEYHHA W ab PAWEHWA & XHMHZaTaAMM W HH-
AWEaToDaMe, MCNONeEIyaMEMA MoK pEl.!-p&ﬁ{lTlIE ApoUSCcca CTEDMNWIELNN.

432 PeaynaTaTel aTTeCTaUWK YCTAHOBNEHHOND 0BCpYQOBAHKA J0M¥HE GblTe OOCTYNHEl 00 Hadana
ATTECTALMK IKCONyaTaUW (Ca. 5.2},

£33 ATTECTAUWA IKCNNYATALWH LONMHA BRNONHATECA B COOTBETCTEBHM CO CNELADHLMpOBaHHOH Npo-
rpamsoi WoneTadqi. Nporpamuda QonxHa onpegenats TpeDoRakkA, COOTBETCTEME KOTODLIM JOMEHO GhiTk
NpOBEPEHD, KCNETaTeNsHoE 0BOpyQoBaHKe, NPOUEOYDE: W EPHTEDHK MDHEMIEMOCTI.

Npuwmesuwas e 1 — Py2osodcTao No NPOrPEMME HCOETEHWA NpUEedsHe 8 EH 14180, Tednuus B.1. Cneuwdk-
HAUWE NOJEO0AWNE SOHTPONSHBN 3arpyack © NpoUusOypkl WCns=TEHWA ONA ATTECTALWM JLCONYATEUMR NPHEROSHE B
EH 14180, nounoseHmne A

n PUHMENMEHAE 2 — 37K nCneiTaHn# MOryT GeiTe DE-'hB.'.'LI-’lHEHbI C UEAEH COKDAWSHHA apaMedn, pecypcoB. 8
Takxe C UeNbH YMEHBWEHHA HAMPYZ3EW HA ORRYHEHLW ¥ Cpeay.
9.3.4 Oonwua GuiTe NPOBEpEHa BOCNDOMABOOUMOCTE NOOAYH, YIPABNEHAA W MOHUTODWHIE CTEPMUNAH-

Ta @ Npegenax YCTaHOoBNEHHEL IHAYEHAR ¥ A0NYCHOR, YEATAHHSIX MANOTOBMTENEM [JONONHUTENLHLIe yrala-
HHUA NpUBegEHsl B $.9.3.5).

9.4 ATrecTauMAa skcnnyatdpyesmoro obopyaoeanwa (PQ)

9.4.1 OBuwwre cBeageHKA

9411 ATTRCTAUMA IKCNNYATHDYEMOTS oDOpYACEAHKMA — 3TO 3TaN BanNKAaLHK, HCNoNBIVIOWWE Npo-
OYET ONA OEMOHCTPALWH TOMo, 4To 0D0pyA0EAHME NOCTORKHO paBoTaeT B COOTBETCTBHM C Npeaon e e ne H-
HEBIMA KPMTEDMARMK W 49TO NPOUECs NOCTORHHG BEOAET CTEPHNBHEA 1M OTREYAIOWHA CcneurbuLBpoBaHHE R
TpeboBanWaM NpoOyxT.

49.4.1.2 PesyneTaTel aTTECTAUMH IKCOANYATALAH J0N#KHEl OblTe ACCTYNHE G0 HA4aNa aTTECTALWM JKC-
nnyatupyenoro obopynoeadda {ou. 9.3).

9413 ATTECTAUMA IKCMNYATARYEMOrS oBopyLoBaHHA GOMMEHS BeINCNHATECA B COOTBETCTEHM CO CNE-
UMPHLKMPORAHHOA NPOrpamMMol MonbiTaqdkiA. MNporparsa GoressHa ongeaenaTs TReBoBa KA, CooTBRTCTRNE
KOTOPBIM A0MHHO BeiTe NPOBEPERD, MCTBITATENRHOE OBopy Q0BaHNE, NPOUEIYDb W EDATEDHH NPHEMITEMOCT I

9414 OnAa opradnIagki, AMSnWNE WHPoKHE pAO KoHdMIypauri 3arpyaos (Hanpumep, DonsHuun),
AcnwHe SeiTe onpegenedsl Hanbones Treense gnA oGpaboTeM koHWIYDaLWKA Zarpy3akK B COOTBETCTEMH ©
WHCTRYKUMARM M0 NEHMEHEHAD.

DaAKTopE, KOTOPEE GOM¥HEl BETe PACCMOTPEHLL NPKW SNPESENS8HUA HAUCONes TAMENLIX ONA CTEpHkH-
IAUMH KOHDWrY PALMEA 3arpys0oK, BRNI0YaKT B Ce5R (HO HE OrpaHMHYUBRECTCA | CNe gy s ee:

= NoTpEoNeHneE CTepHIAHTA,

- YOANeHns Bo30yxa 1 NDOHHKAHKWE CTEQUNAHTE,

- OEcopSuWMA CTepunanTa;

= TEMMNOBLIE XAPAKTEpHCTHMEW NPOAYKTa, HaNPpUsMeD MegNeHHsIA Nporpes.

9.4.1.5 Cnocof NOgroToBkd NpOgYETa K CTEDHNHIALMK, BENIOYaNA YNakobey NooaykTa, gonsed GoiTe
HOeHTHYEeH cnocolhy, cneuddMUMpoBanHonMy ONA PYTHHHOM KCNoMNL3oaaHKA (oM. 9.4.1].

9.4.1.6 BoCcnpoWIBoOWMOCTE LikNa JorsHa ObiTe NPOOSMOHCTPHUEOEaHA NYTEM NoCNeloBaTeNEHOND
BEINOMHEHHA K3 MAHWAMYM TREX UWENOE CTEPANWIALWMK Npoay«Ta.

Npumeswanue— Ecnu Hey0a4vH0e BeifOMHEH e NpoUeCCs 'Ej',l:l-BT ABNATECA CRERCTEUEM BOIAERCTEMA akTOo-
PO8, HE OTHOCAULHMECR B 3¢I¢IEKTH EHOCTH BENUAONDYEMOID NpoUeccd, TAKOE WCNETEHHE QOAXED feiTh AOEYSSHTHDOESHD
KBE HE WM2HWeEe OTHIWEH WA K NPOBE PRE HBYSCTES NpoUScca W =a TFIEE",I e B NoGNHesdMA 2We Tped NocneloaarenNsHbix
NEDUeccoa. |1|:| AMBEDE HEYIRWYH:IX NQOUBCCOE TAKWY TWNOE BENKDYWANT B ceff, HO He OrpasMHKRBRnTCA, CHoK B Nonaqe 3nex-
TPONHTEHHA, HECAHELWOHHPOBAHH B OTENHDHSHWR NOGEY A NATA DMWY CRes, OTERISI BHa s aro obo PYSOEEH AR MOHATORAHTE.

9417 Mpy aTTecTayW-d aKcnnyatipyesoro obopyaoBaHuA OonwHa Bbl T BHMonHeHa npoepia duau-
WECHKK M MARDOEWONOrHYecErx NapaMeTpon, a TaKke JecopDUMK, KAk pA30ensHs, Tk W B CONETIHWM RaanWy-
HislX MCNETaHMEA.

9.4.1.8 Ecn¢ npK aTTecTaukdi IKCNNYaTHRyeMons oBopyZoeaHR WCNoNb3yioToA XMMHYECKnE HHOWES-
TOPE, TO OHW QON#HBI COOTBETCTEOBSTE TRebomawwawm EH WMCO 11140-1 v acex nocnegyiolgHx Y4acTed
HMCO 11140, KoTopeie NPHUMEHAMB K NpOUECCy.

NMpumesanmne — I::I'IE.'.'I.!|I'EIT EIE!IFI BTHATE BHUMAHAE Ha cnocobis YHREUTOHESHHAA X AMWYECENE AHOWKATOROE, npa2ana-
ragmM=le HArTOBEX TENaM.
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0.4.2 ATTecTauMA akcnnyatTHpyesMore obopyaoBaHHMA — (PHIMYECKAE NapaMeTP kI

89421 MoneiTaska PUIHYecKis NapaMeTpos B X008 aTTecTayMK JKcnnyaTHpyeMoro obopyaoaasika
OOk E NOATRELONTE, H4TO aHAYSHUA DUAKYECKMX NADAMETDOR, YEAIAHHLE B CReUUWdUEaLMA NPOURCCE CTR-
PUNKAAALMA, GOCTUIANTCH NPW HCNONBEIDBAHKMA NDEOCTARMTENLHBI KOHTPONEH b KOHDIAFYPALIKEA 3arpyaKd.

MpumeyaH#®e—BKEYSCTEE DYKSEOACTES MOKHD HCNOREZ0BATE TERMOMETPHHECENE HENBITEHWA No EH 14180
W MCNRTEHWA NPoDUnA geaneHdA no EH 14130, npunosedse A3,

9.4.22 Donssa OeiTe NPOBEDEHE BOCHPOAIROOHMOCTE NOQA4H, KOHTZCONA W MOHMTOPHHIE CTEDWNAHTE
B NpEOenax yOTAHORMNEHHBIX IHAYEHHR W JONYCKOR, YEAIAHHBIX MArOTOBMTENEM [DONONHATENLHEIE YEAIAHKA
npueegeHsl B C.9.3.5).

Mpuarmedadse— 0nAaTod NPOBEDKE MOTYT GHTe HCNONE30BAHS PEIYNETATE, NONYHEHHEE B X002 ATTSCTAUNW
FMCNNYAETALM K (oM. 9.3.4d), ecna BeNE NPOIEMOHCTDHPOBAHA WX 3KEUEANBHTHOCTE. B TEKOM CNyYae SKEXBANEHTHOCTE 40MH-
#a GbiTk AOHYMEHTUPOESHE.

9.4.3 ATTecTauWA IKCnNyaTHpyeMoro obopyJoBEaHHA — MHEPOSHONOrMYECcKHe NapamMeTpLl
HocnegoraHnA MUKPOSKONOrMHeckny XapakTepUcTHE B X008 aTTeCTaUu K 3kcnnyaTupyenoro ofopygo-
BAMWA CNegyeT NDOBROOKHTE B COOTBETCTEWM ¢ TpeDoBaMuAMK NnpHnokeHds B.

I pAMBYaHER 1 — MeTon, ONMCEHHER B NPARCEEHAN B, B HRCTOAWES BREMA ARNAETCR BORHCTESHHAEM @3-
BECTHEIM WHPOKG NTPAMEHAEMEIM MaTOOOM, KOTOPLIA MCNDNEIVETCA NEH MHI(FIGEHGI'IDI’H'-IEEHHI HCCneqoeEaHWRE B X002 BT-
TECTAuWH ECNNYaTURYeMOro ﬂﬁﬂp?_llﬂﬁ-EH Hit HHIKOTEMNSPATYRHER NapoPOpMENELETMAHBIR CTEDHNHIATOROE.

MpumadaH#e 2 —YUcno W MECTE PAIMELEHHA HCNONEIyEMel BHONOrM4EcaMy MHAWZATOPOR 3EBMCAT OT
MMCNA W CBOACTE MEOSMl, MCNONbIyEMEX B KAWACTES WCCNEAYEMOoR 3arpyasn. B LawecTes pykoBoncTea cw. EH 14130,
Tafnkuua B.1.

I pAMBEYMBHARS 3 — Cnen yaT afi PATUT: BEHHMAHWE HA WHCTPRYEUAM MO YHHNTORE HA D BHAONOMMYeCRUY HHOM KA TO-
POE, NpS0CTEEBNAEMES AITOTOEHTEMEM .

9.4.4 ArTecTauWA IKCANYaATHRYeMOoro obopyQoBAHWA — O8COpDUMA W CyLIKa

9.4.41 Decopbusa

CnocofHoCcTE NpoOUEcCa NOHMAAaTE OCTATOMHBINA YRODEHE HIME CNeyudruUpoRaHHoro NpegensHoro
IHAYEHKA O0MKHA BeITE NPOBEDEHa B X008 WCCNEOoBaHWA oecopBUmi.

CneaveT NEpHEecTH oDOCHOBAHKE HMCNa U THNOR KOHTRONbHLIY HAIOEMWA, WCTONLIYEMBIY NDKW ATHX
HCCIEN0BAHHAY.

Mpureyad#®e—MNogxoAw@A CRocHl FUSHKHE OCTATOMHOM YOOSHA onucaH 8 EH 14180, nprnasesda A D W E.

84,42 Cywsa
Ka4ecTROo CYLUKN NDOBEPAKT BHayansHibiM oomoTpom (cu. EH 14180, npunosesne A, nyser & 36).

9.5 AHanwa 4 yTEERPMOSHHE BANKOALKA

9.5.1 Uene 3mofo OeRCTBWA — SOEYMENTHPORATE PEIYNETATE PACCMOTEEHWA W aHANW3IA JaHHLIX,
MOMYHEHHLE B X008 BANWOAUAK, 4NA NOSTEEPHOEHWA NPAEMMIEMOCTH NPOUECCa CTEPUAMIALWH W yTEEPHDE-
HIMA Bro CNeyndHKaLMK.

9.5.2 JokymedTHpoBarHan vHQOopMau[a, cobpaHHan WnK COCTABNEHHAR & PEeayNLTATE aTTECTALMK
MonTaxa (10 W atTecTaynd axkcnnyataurd (O0), oonxHa GhiTe NPORSDEHAa Ha NPHEMNEMOCTE (CM. Tak-
#e 4 1.2) PeayneTaTel OUSHKK O0NHHE BbiTe DORYMEHNTUROBAHLI.

8.5.3 AtrecTaunsA akcnnyatapyemoro obopygoeadus (PO) ponwHa BoiTo JOKYMEHTHRpOBAHA, W B
pEAYNLTATE A0MMHE BbiTE DACCMOTDEME. JANACH JOMMHE BKNHATE B Ce0A NO MeHBLLEH MEDE CRegyoles;

a) AHopMaLKMKD O NoArcTOaKE, NPOBEOEHHOA NEpe] CTEDHNHIaLUHeR, HanpUMen:

- cnocob YNakoaky WAOenyi M TAN HCNoNLIYaMOoro YNasoBRodHoro MaTeprana;

= ONUCAHHE MCNONEIYEMOro IArpyIoUHoro ooopynoBaHMA,

= KOMMIYpaUmio 3arpyakM CTepunuaaTopa;

b) womBHHALKK NPOAYKTE {3AFPYINA] W MCTLTYSMOT0 LIKKNE;

c] gadHee 0f 3KCNOIMUMKA (BOINEACTEMW CTEDMNRKTA), 3AARNGHHLIE HIrOTOBMTENEM OTHOCHTENEHD
reHepag9y ¥ Nogayn CTEDWNANTA B KAMEPY, HANpUMep!

= ODBEM MCMOMNsI0ORAHHOTD MUKPOBOLMOHOr0 pacTaopa;

= Npodeins HAMEHEHWA OABNEHWA B KAMEDE OTHOCHTENEHO BREMEHA,

- TEMMNEDATYLY B KAMEDE W B Z3MDYIHE;

= WHBIE MHTEPEANL BREMSHA,

= NAHHBIE HENOCPEOCTEEHHBIY AHANWA0OR;

d] peIwnNeTaTEl OUEHEM DHAMYecKHX NADaMeTpos B COOTRETCTEMA ¢ 9.4 2,
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€&} PEIYNLTATE MUEPOEHONOTMHECKIY MCCNEdoBaHnA, TpeDyemMblX B CODTRETCTEMK ¢ B.4.3:

fI peayneTaTe MoCneaoBaHHAR aecopbuuK, TpebyenMbix 8 COOTRETCTEMM C 9.4 4. 1:

- QCTATOMHEW YPOBEHE DODManeEIersaa, naMepenHsin cornackHo EH 14180, npunoxense O wiwne E ;

g} peayneTaTe MCCeNoBaH R CyLWKEK, TpebyeMbiX B COOTRETCTEMA C 9.4.4.2,

JANKCH, NONYyYEHHEE B pe3yNeTaTe cOpaboTEM KoMBUMHaLWEA NpoayKTa (Iarpyskn) 4 NpoUecca, DOMmEH b
BEITE NPoBEPEHE HA NPAEMNEMOCTE, PRLUBHHE O NDHUEMNEMOCTH KaWO0H KOMOHHALWA O0MHHD OBiTe GORY-
MEHTHPOBAHO.

9.5.4 fomwed BolTe COCTa@NEH OTYET O BANMAALWMH, CO0EMKaLLWA JaHHEE, DACCMOTPEHHEE BONPOCK
W MPHHATRIE DELWESHWA, OCHOBAHHLIE Ha OERCTBWAX, TpebyeMblx cornacHo 9.5.2 1 9.53.3. OTd4eT aonmeH BelTk
YTEEPHIEH W NOGNWCEH B COOTEETCTEMK C TpeDoRamuamy 4.1 uw 4.2,

10 PYTHMHHBIA (TEKYWMIA) MOHHTOPHUHI U KOHTPONb

10.1 Odwan vHdropmayna

10.1.1 Uene pyTHHHOD MOHUTORMHTE K KOHTRONR — NECOeMOoOHCTRHPOBATE, 9T0 NpogysT buin oGpabo-
TaH BANHAWPOEaHHBIM M COEUMHMDCBaHHBIM NPOUSCCOM CTERMNHIALMA.

10.1.2 Jonwkbl BeiTe B HANWSHMKY AOKA3ATENLCTES, NONYHEHHSIE C NOMOWBID HIMERSHHH hraInLacKax
BENWSKWH, NOQEPEnneHHblE NpM HEoBX0OWMOCTH PEYNETATAMK KCNBITAHWA OCTATKOR, HCNLITAHWA C BACNOTH-
UECKMMM MHOWESTORAMH WHAHM XMMAYSCKUME MHEZWEATODAMM, NOK3IEBNWKE, YTO HHMAKOTEMNEDaTYPHLIA
EOPMANLIErMIHEN NPOUEST CTEPUTMAAUWE BB BHEONHEH 8 NRSENax ONpeneneHH ey 08 Hero Aoy CHoB.

NMpuwmesas e — YacToOTA HCNETAHEA OON#HA ORTe OCHOBEHA Ha OOKE3IETENLCTEE EQCNPOMIBOOAMOCTH mpd-
Uecca.

10.1.3 PyTUHHAS CTEPHANWIALWA DONHHA BLINCMHATECA B COOTEETCTEHW © OMaHWYEHKEMH, YCTAHOD-
NEHHBIMKA B X008 aTTECTAUMA IKCNAYATHRYEMOrD ODOPYA0BAHKA, HANPUKMED, B OTHOWEHWK TINa NEpoaykTa |
BrO YNEKoRKM.

10.1.4 Mpadmkd H3MEHEHWA JABNeHWA/TEMNeDaTYPeI/BPEMEHA O0NKHE QORYMEHTHDORATECA, W Mo
HAM CNEAYeT yOOCTOREPATECH, YTO BCE NEPEMEHHER BRINSNHEHHONS NPoYECcca HAX0QMMHCE B NPEGENaX CRO-
WX JONyCcKos,

10.2 BHONOrHYSCKWE AHOWKATOPEL

Ecrni B pyTUHHOM MOHHTOPHHME GHNM KCHON6I0BaHE THSNOMAYECKHE HHOWEATOPE, TO GHH, WX CREOLI
BOCCTAHOBNEHAA M YCNOBRWA KyNbTHEMPOBAHWA JCMAHE COOTRETCTEORATE TpedoeaHdam EH MCO 11138-1 4
(BCMH NpHMeHMo) NprnoseHna B.2 2. Hacno HHIHKaTODOR ¥ NPUMEHEHKE YCTDOACTE HCNBITAHKA NpoUecca
ACA¥HE BbiTe OUEHEHE ¥ GOEYMEHTUDORAHE. PEayneTaTe WCNBETAHAA J0NkHE BbiTe JOKYMEHTHPOBAHEL.

NMpumayuaxdne 1 — EcnuNEMMEHRETOA METO], W3N0EEHHEN B MPUNOKEesHE A, TO NEPEYUCneHne b) noapasge-
na 4.2 MOKET OHBEZETECH HENDHMEH MBI

Npumeswanue 2— Chsgyet obparire aHMande Ha EH B67-5, g woTopomM yoTaHoanese TpeboBEH WA K yoTpo®-
CTEEM MCMETEHWA NpoULeccd.

NpumesauHe 3— I:I'IE.'.'I.!r'ET I:IEIF-ETHTh BHHMABHNE HE MHCTDYERAR N0 YHANTOGHSHMH GHONOrMYecKHE HHOMKETO-
poBE, NOELOCTAENREMEE HATOTOBMTENSM.

10.3 XuMHueCKHE HHAWKATODI

EcnK & pyTHHHOM MOHWTOPWHNE BNl MCRONBI0BEHL] XUMAYECKAE MEOAMESTODG), TO OHM DOMHHEl COOT:
BETCTROBATE TReGoearyAar EH MCO 11140-1. PeayneraTel Aommibl BeiTe 40Ky MEHTHPOBAHE,

Npumeswanue 1 — IddekTuenan gecopbuma, Tpeiyeman EH 14180, Mmoser 0ka3aTe BENWAHKE Ha pABOTY XK-
MHHECHHE WHAMESTODOE.

Nopuwmesasne 2— I:I'IE.'.'I.!r'ET DEIFI BTATE BHMMAHWEE HA MHCTRYRUMKA B0 YHHYTOHSHAKD XAMWSeCENE HFHOWKaTORoA,
NEEgOCTIEMNREMBIE WINTOTOBMTENEM .

10.4 Januch

10.4.1 Bce 3ankck, oTHOCAWMWECH ® PYTHHHOMY MOHHTODWHMY M KOHTPONKD, NOOMNEKST XpaHeH W
cornacHo Tpebosankam 4.1,
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10.4.2 JanHbie cNegyeT perdcTpUgoEaTE ANA KEMIoro UWMina cTEpWKIauWd ans NogTeepHaeHina
TOMD, 4TO NPoOUect CoOTRETCTEYET CEOMM CReURDHEALKARM. 3T JaHHER DOMKHE BENIOYATE B Cebn, No MaHb-
Wl Mepe, Cnegysoles:

a) JanucH TEMIEPaTYDE! M ASENEHKA B KAMERE HE NDOTAMEHKN BORTO LMENS CTERMMMIALMN, HIMEDEk-
HBLE B NOEACTABMTENEHON TOYKE BHYTDH KAME[k

bl aanuou gaudex O NOgaYe CTEPMNAHNTS B KAMEDY .

11 Boinyck npoaykTa nocne cTepunuiaumvm

11.1 Kputepdik noOTES Q& IEHKHA COOTERTCTEMA NPOULCCE, MCHONLAIOEAHHOrD ONA OTLENEH0A CTEpHUN-
IALMOHHOR Iarpyaky, cneguukaluam aToro NpoyeEcca oMeHel SuTe J0KYMEHTHPOBaHE. JTH KDUTEDMH
OOMeHbl BEMKYATE B bR cnegyioljee:

a) COOTEETCTEME NEDQEeMEHHEIM NDOUECCE W WX NApaMeTpamM, YCTAHOBRNEHHEM B CNeLMuEaL My npo-
uecca (cwm. 5.8

b) ecni xMMHYBCKHE WHOWKATOPE MCRONB30OBANMCE KAK YACTE BRNYCKA NPOAYETA, TO NMOMHOE WIMEHE-
HIE WX ueeTa (oM. 10.3);

c) ecn BUONoOrM4YeEcKue WHOMEATODE WCNONBIOBANWCE KAk YacTe BhINYCKA NPOQVHTEa, NPHEMITEMbIE
pEAyNeTATE WX Ky NETUBKMpOoBaHKA (oM. 10.2);

d) NoKazaHMA NoDRHX QEYIAX WHOWEETODOE, CNeUMDULMPOBaMHBX KArOTOBMTENEM CTEDMMWIaToOpa.

11.2 Crepanqsatopkl, cooTaaTCTEYKOWWE TRebopanmuam EH 14180, cusTawTcA NpuragHsise OnA napa-
METPMHECHOND BhiMYCHE.

11.3 Ecnu noBod M3 KpUTERHEE, YEAZaHHBLIX B 11,1, He JOCTATHYT, TO NPOLYET DONKEH ST paCCMOT-
EEH HAK HE COOTRETCTRYHIWWMA TREGORAHWAKM K J0MmEeH BbiTe 0EpatoTa B cOOTEETCTEMNA C O0KYMEHTADORAM-
HEIMK NPOUSaypame (CM. 4.4,

12 MopaepxaHve 3dicheKTUBHOCTH NpoUuecca

121 OBwan nudropamauma

12.1.1 Jomssda GeiTe NpoQeMOHCTEHMPOBAHA NOCTOAHHAA AhbEeKTHBHOCTE CHCTEME, OEecneyrBarn-
Wwan TpebyeMos COCTOAHWE NPOOYETA, NOONEXAWETD CTEPHNA3aLMAW (CM. 7.5

12.1.2 ToqHOCTE M HAJEKMHOLTE HAMEPHUTENEHBIX NEUBODCR, HCNONB3YEMBIX QNA KOHTEONA W MOHKTO-
PHHFA NPOWScca CTERUNMIAUWK, cneqyeT Nepruogudeckl NDOREPATE B COOTRATCTEMA C TReDoaaHmMAMIA 4,33,

12.2 ObBecnysrBanKe obopyaoBaHKMA

12.2.1 NpodwnarktdHeckos obBCnyHHBAHWE J0MTEHD NNAHWPOBATLCA M BLINCAHATECA COFMAcHD Oo0Ky-
MEHTHPOBAHHLM NPoLEaYRan.

MpurmevaHwe—B EH 14180, nogpaagens $.2 W 9.5 crey«di U4pOEaHel GAHHEE, KOTOPHE A0NMHLl BuTe
OOCTYNHE NP NNEHEPoBaHWN 000Ny NEaH WA

12.2.2 OBopygoBanke He QOMHHe DeTe WCNoNLICBAHo ANA 0GpaGoTiK NpogyKTOB 00 TeX Nop, Noka
Bo@ CneurgiUHpoBEaHHBIE paboTel No ero OBCAYKMBAHHID HE ByOyT YONeWwHD BeiNanHEHE W ZANHCaHE B Y4aT-
HEBLE Xy DHaN.

12.2.3 3anucy ob obony=HBaHKY NOANEXAT KpaHeHD (cM. 4.1.2)

12.2.4 Cxema obony=uBalKA, NpoUueaype 0SCIYHHUBIHME W 3aNKCH O NpoBeaeH oBonyKraanMa
DON¥HL PACCMATPHBATECA YNONHOMOYEHHEIM NHL0M Y8De3 YCTAHOBMEHHbIE NPOMEMYTEN BOEMEH W J0Ky-
MEHTHPOBATECA.

12.3 Peartrecraywa (NOBTOPHAA arTecTauMa)

12.3.1 PeaTTecTauWio NpOUEcca CTEDWNMEALM K ONA ONPEgeneHHoro NPoOyKTa M cned D uMpoBaHHo-
ro oBopyaoEaHKMA CREdyeT NPOoBOdWTE 4EpEe3 ONPEedEneHHLIE NPOMEEYTHN BOEMEHKM W B COOTBETCTBMM C
pEAYNLTATAMH OUEHEN NIOGGLE Ha3MeHEHAR (oo, 4.1.2). 2TH NpoMekyTHA BpeMeHd 4 0E1EeM NepeaTTecTaukK
SON#HE ObiTe GEOCHOBAHEL W OOKYMEHTHROBAHL .

M pPHMEYEHH S — HEUAOHANEHSE HOPMAETABHBIE OOKYMESTE MOMYT COLep#aTe {-I'IELIHII':IHHEEKH-E Toefoeasua
OTHOCHTENEHD OFEaME 1 WHTEREANOE PEATTECTAUHE.
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12.3.2 Mpousdypsl peaTTecTauq 4onsHsl SeiTe cneduMuMpoBats, 8 3an4cd 0 peaTTecTalMy nog-
nexar spadesHEn (oM. 4.1.2).

12.3.3 JanHeia, nonyyYeHHse B X008 peaTTecTaUMK, DOMEHL PacCMaATOMBEATRCA W CPaBHUBATECH CO
CREUMPULKPOBAHHEMY KPHTEDUAME NPUEMNSMOCTH 8 COOTBETCTEMM C JORYMEHTUDORAHMHLIMY NPoLeayDa-
m. 3anucd O TAKKMK NEPECMOTRaX pEaTTECTAUWMH J0MEHE COXpaHATeCR (CM. 4.1.2) BMECTe C 3anycamK o
BEMONHEHHEE KOPPEKLWUAK U O KODPEKTURYIOWKY ASHCTRMAX, NPEONOUHATEL B CNYYaAX, KOraa creuwdinim-
POBAMHEE KDHTEIMIA NDUEMNEMOCTA HE Difa O0CTHIHY TR,

12.4 OuerHHa HaMeHeHHA

MoBoie WaMEHEHNA B 0DopyYOCEaHMK, NPOOYETE, YIAHOBKE MMM B NOSrOTORKE K CTEDMTMIALMN EOTH b
BT OUEHEHL B YACTI WX BNMAHKA Ha NPOUECcC cTepunuaaunn. Jonked GuTe onpeagened ofLem aTTecTa-

LM, HEoBX0AMMONH B 3ToM Ccnydae. PeayneTaT OueHKM, BEMN0YaA 0G0CHOBAHWE NPUHATEE PELIEHWH, QOTEEH
BTk QOKYMEHTHDOBRAH.
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NpanoseHws &
(obAIaTanLHOE]

OnpegeneHdde NPOUECES, OCHOBIHHOE HA WHAKTHBEALWM KOHTRONEHLIX MHEPOOPTAHWIMOE M IHAHHW
BHOHArPYIKM HA MIAENWAN, NOOMNEMALME CTEPUAMIALMK

Al OBwan WHpORMBUKA

3707 nogEod Hein HE2EEH sROMBWHUPOBAHHLIM METOOOM SHONOrHwECKONS MHORKETD pa/DEOHArpY 3HHE. PyroBca-
CTEO K STOMY METOOY MOEHD H3aATH B EH MCO 14161, M3-28 MaMesqMB0CcTH BHOHAMPYIRE B YHpes e AR 3G0EB00KpaHe-
#uR. painoofpazna NPoaykToE W OTREHWMEHHOA BOIMOMHOCTA NPOESAEHWA MREDPOBMONOTHYeckME WCCABOOBEHNR
SEHHBIR METOO 48 DEROMEHA0BEH K NPEMEHEHHI B yHpeHIeHHAL 30paBOOXPAHEH WA,

AZ Mpoueaypa

YCTAHABNWEST TOMEY {TOUKA) B NPOSYHTE, B HOTCPOA[wE) OOCTHXEHHE CTEDHNEHOCTH HAWSGNES 38TRYOHEHD.
CoznaT Hanpyaky OnNA CTEPMNWIBLWORHOND NPOUSCCE, COOSPEALL YD WABECTHOS YMEND MHEPOCPraHE3MOR © HIBECTHON
CONPOTARNAEMOCTER CTEDMNW V0L EMY BIEHTY, © NOMOLWES 00400 M3 CRE 0 yOLUgeE NonXo0os:

a) paEsMewsHEe SUOnOTUHECENS MHAWKATOPOE B NPOOYKTE B MECTAX, TAE Hawbones CNoMHG QOCTHYE CTERMNBHOCTH;

D) PAIMELEHHE BHOKYNADIEAHH B HOCUTENER B MECTEN, TOe HEGONE: CNOKHD DOCTHYE CTERHNEHOCTH,

Cl WHOHEY AU EOHTEONEHEMA MUEROORTAHNZMEM: TEX MeCT B Npoay«Te. rge Hanbonee cnomHO J0CTHYE CTe-
PUNEHOCTH, BCNW APOLYET HHOKYNMDYETCA TasHM 0BpascM, OH CTAHOBWTCA NoOOEDKAEEDLUM MATSPHAENDM W, BCREd-
CTEWE TOMD, YNA3KOBIHHEIA TpOgYHT nognagasT nod onpegenedye nonoriqeckoro sHgnkeTopa. Heofikogumo, yTobe
YAKOES HHEA WHOAYNMDGBAHHEBE NPOSVKET oTaauEn TpebosasMan EH MCO 11138-1, noapasznen 5.3,

MpumesaHwe 1 —Cnegyet 0SpaTHTE BHAMAHAE 8 WHCTRYKYHKM ND YTHAWM3AUKWA BRONOTYECEAY KOHTRO G-
Hil¥ MATSPHANOE, NPECCTAANAGMEIE WATOTOBRTENSM.

Co IGSHHYH E COOTEBETOTEAW C NBpel=am, NpABelaHHBEM Bhille, HEFOYIEY YTAKOGERISRNT TEM HE cnocobom, u4To @
DYTAHHO NPOMABOIUMEIR NOOOYET, W BENDYMENT 88 B CTERWNAZALAOHH Y 38TDYIEY. CTERMNM3AUMEDHH WH 3arpyaky oifpa-
BaTHEIHT CTEPUNHIYHIIWHKM AradToMs 8 YCNOEHRE, EhIEFIEH:H:hFI BNA NOMYAHUA MEHEWEA NETAMBSOCTH, Y8M B DY THHHD
WCNONEIYEME R YCNOBHAX, Tolk Baing WHEATHEHRO8a8bl HE BCE KOHTPONbHBIE MAKPOORTEH A3M B, an PEOENAKOT MACZNG
BRAHWEWARX MUEPDOPTaH@EMOE nubo ¢ NpHMEHEHHEM METOOWER GUBHER maubBones BEQOATHOND KONEYECTEA, nAado npa-
Ml TOQCH eToM.

Mpuwmevadnwe 2—MeTon WCNETEHWA © HONOGNEI0BEHWMEM HPWBOA EBRMHEISMOCTH, ONWCAHHHEA B
EH MCO 11138-1, sodeT BeTe HCNONEI0EEH TON: G B CNYEE, KOTAE KOHUEHTPIUMR POpMEnsgeriGe No apesaHY Npea-
CEAIYEME.

B HMCHALT CTAREHE MHAKTMBELMM KOHTEONEHE X MAKPOD PraH9 3808,
AHEA GHoHarpysky (o, EH MOO 11737-1) ¥ cTENSHE MHAKTHEALNE SOHTRONEH B MAKPCORTESHAM 06, ONEedenanT
cTensHs ofpaBoTen, HeoBX oWy GNA GOCTHMEHHA CIAYHMUUNDOEaHH Y TPeBOBEHUA K CTEPMNBHOCTH,

Pa3spaboTka anekTpoHHOW Bepcumn - nopTan GostExpert.ru 23/40
CTpaHuua nokymeHTa - https://GostExpert.ru/gost/gost-25424-2013



https://gostexpert.ru?utm_source=pdf&utm_medium=48481
https://gostexpert.ru/gost/gost-25424-2013?utm_source=pdf&utm_medium=48481&utm_term=page

rMCT P ICO 25424—2013

Mpunoxesne B
jobAIaTENbHOE)

OnpepengHie NPoLecca, OCHOBAHHOE HA MHAKTHREALMKA KOHTROMLHLD MUKPOOPTAHMIMOB

B.1 OBWwan MHgpO P aL WA

B.11 Noaxog «nomHOA rHGenis

ATOT NOAXO0S € ONPESenNesHID TROURCCE LWHAOKO NPRMEHANCA, ocofiSHHO ARA NPoOSYRTOR, MHOMOXPATHE oGpaBar-
BAEMEY B YHUDEXOEHHAR 3I0DEB0ONDAHEHWA ATTECTEUMA NPOLBCCA CTERUNM3AUHM ONA TAKMX NPOSYETOR WCNONsayeaT
noaxon, aTNHH3NLWACA 0T NoAX0qa, NEHMEHREMOTe ONA Gonee YacTore NpogysETa. 3To CNeACTEME TOMD, HTS HATPYIHY
HE NPOUBCE CTEDWNMIALWM B 3TOM CRYYEE ONPESEnnTh CROXHEE U NROLECCH NPedBapHTENsHEN clpaBoTn, TREWE KaK
OHMCTHE, CNOMHER BEANALUPOBATE M KOHTRONWPOEETR. [10 3700 NpRYMEE CTEPHAMABUNOHHBIE MPOUBSCH, NEDMMEHAEMEE B
TEEAX CMTYEUMAY, 33YICTYI KOHCEREATHEHAB M WCOONBIYKT TEEYH CTenedHs obpaboriy. HOTODAR MOMET NpEaHWAaTe
MHHUMANEHES TPE2B0EEHWA & QOCTHHEHH D CTEPANBHOSTH. 3T0T nogxod Gein H33BAH «NOLX000M NoNH0A Tubend ». Fyko-
BOACTED N0 3TOMYy METOLy NpMeeneso 8 EH WCO 14161,

B.1.2 XapakTepHCTHEY NPOHMKAHWA CTEPWNHAIVIO LSS AreHTS B MEQHUWHCHHE WIAENWA

FAQ MERHUHHCKME W308NRA, NOJBSATEEMalE HAIKOTEMNERETYRHO NARODOPMans0erHOHOA CTERANWIBLMA, NpEL-
CTEERNAET COHOA WIGENMA DASNMYMHOR BOHCTDYHL®KM W CTENEH® CNoHHCCTH. HesoTopsie 0coBasHOCTH KOHCTOYKLUH MEDW-
UWHCEAE M30eNKE MOryT CO30888TE TRYAHOCTH ANA NZOHWEAHMA CTADMNASYIOWErs areHTa @ TpebynT Gones geTansHoro
PECCMOTPEHAA. B YMCRO TALME KOHCTPYETHE HeiY GCOBSHHOCTEA BLOOMT [HO HE OIDAHWMMBIRTCA 3THM | CNEdYIDLes:

- EOHTEETHDYHL@E CRONBIRWME NOEEPXHOCTH,

- MATOBHE NOSEDEHOCTH,

- BHHTH,

- GNYHHBIE KAHANK (HENQHMER, NONGIE HIGSNHA];

- 30HbI, NOXPGEAEMBEIE CMEIH0H.

Oocolfos sHRMAHRE CNEdYET YOENATE NOOEEPEE HENWYMA CTEQHNRIYHWEro AreHTa B Haubones TpyaHs CTEpHNMaye-
MbiE MECTEE NoaofHb s KOHCTRYRLMA -

M30enua © GNEHHBIMA YIEMMe KAHERAMA cO e 4HO NOBTOPHG CTEQANMIYATOR B YUDEMIEHRAY 3APEEOCEPAHEHUA W
noTomy MoryT BeTe Eebpans B Ka4ecTRE aXYOUWErD CAYERs GNA HCCNEQoEAHME APOHHEEHNWA CTEDMNM IVDWEND BIaHTa.
CIHW MMEHT BHYTREHHHE 30HE! G SONEWONA NNOWAIED NOBEREHOCTH H HEGONEW WM BXYTRSHHUM oBtemor. CTepunuays-
WA BresT 8copdupyeTon KORARHCATOM MM 30C0pGuDyYeTCH HE 3THX NO2ELXHOCTAX, HEXWHAR 0T BXO4A. MecTa sxyqwe-
roany-aas obelYH0 PACNCAATAKNTEA B CpegHed HEaTY ToYEO, OTHPBITRIX & O3 YE CTODOH, UMK ¥ 33EPETONG KOHYE 2Ty XM
TpySoK.

B enywan, orga SHONorMHecEHs MHIMEETOPEl HE MOryT ObiTh PAEMELEHE BMSCTAEX Xy OWaro CRYIan s, MOMET OHa-
1ATECA HEOBLaOMMEIM WHOKYNHEOBETE 5TH MECTA CYCNSHIMAMK KOHTPONBHE Y DRrasM3sos (oM. B.2.2). B TEKMY cnywanx
NooUecs W3ENeweHU A NEpoS gonxed GeiTe BANUMAKMDCESH. B £A4EecTES ANETEDHETHER YToGH W30eHATE TRYOOEMECTO ApO-
UESCE MHOKYMALWH, MOMHD HCNON=3088Te YOTROACTES MCNBITAHEA NPOUSCCE, 3ATRYHEHHEE SHONOIMYBLRUMH HHIUEATO-
pEMY B COOTEETCTEMM ¢ B.2.2. B TakoM cny4ae yCTRPOACTED WCMNBITAHWA NPOLeCCA QOMEHS NpegcTaenaTs cofod, no
MEHLWLEH ME e, TAK0E HE CONPOTHENEHNE NPOHW KA HAK, K3KW OPWrMHANEHDS B3gende. Bones Toro, CnegyeTt Y48 cTe TAKME
YNAKOBEY, NOCKONELY 052 PTRIBAHHE MOKET TRCHS NPENATLTEORETE NPOHAKEH W CTE DUNWEYH WE TS AredTa, oeoBasHo Lof-
0@ YyNEaL0SHa ENAKHAR

B.2 Npousgypa WCNbITIHAE

B.21 OBwans iadopmaymna

Mpouecos HUALOTEMNEPATYRHOA NEPOEORMANEARTHAHON CTEPMAWIAUMA GO MHO COCTOAT M2 YOENSHAA BOIDYEA W
KOHOMUWOHKMPoEIHHA {ha3a 1), ConpoROMAAEMElX BpeMeHEM yOSpxaHna (thaza 2). Obe azu BMeECTe yACTEYHIT B MHAK-
THEEYHH MHEPOOPraHAZMOE. B JONGNHEHME £ 3TOMy HHAKTHEAUWA NPOoAoNHaeTcn M B xode gecopbumi. MNoaToMy DocTE-
TOMHD S3ATRYAHATENEHO ORPSLENEHHE W BRINONHEH WE COKREWEHHOMRD UHERA.

B.2.2 BHONOrHYECERE MHOWKATOPLL

3nasieHua Fg o — SENWHWHEl nopAOKE (33 £ 3} MHH Npu TemnepaType 60 “C gna GHOROMEHECKOTD WHOMKATORE CHE-
TEETCRA ANEXBATHEIM NA BRINONHEHUA STTECTALMH IKCONYETHDYEMOrD 0B0pyYaCEAHMA @ ANA LENed onpe0eneHsn npao-
ueccH. 4Tofsl NPOJEMOHCTRWPOBETE anon=yH fUbenes NEW MCNONE30EAHUM NONHOND NPOYECCE.

NMpuwmesad e — MAHUMENEHDS JHEYSHRE CCHOBAHD HA TPEBOBAHMAK, HANDEaHHEX B EH MCD 11138-5.

B.2.3 MeNeITATENbHLIE CHETEMBI

OnpegensncT MecTo, HAMS0Nee cNOMHOE ANA OPOHWEAHUA CTEpMNUIYEOLYErD BrEHTE, B COOTRETCTEMM © B.1 u
BRINOMHAKT CNEQYUWEe TpoUeayDE.

- BCAW 8CTE BOSMOMHOCTE, PRIMELEEHKIT B 3ToM MECTe SUONorH-&CEWid HHIWRATOR, Wi

- HCNONE3YHT YCTPOWCTEO MCNEITEHMA npouecca (B.1.2), passiewan BHYTRE Hero BHORCTHYSCERS MHOWEATOp.
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r PRAMEBYEHHS— YCTRORCTED MCNETAHEA APOUSCCA © RONOW 33rpy3K0R 8 COOTEETCTEMA C TFIEE{IEEHD’IHH-H
EH 367 -5 CHMTRETCR NDWIOOHEM ONA WCNONBEI0BEAHWR B KEWECTaES HATPYIEW ONA MCNeTASWA HA NPOHARaHENE]

- WNie HEOEYNHPYHT HENOCPEOCTEEHHD MEQHUMHCHOR W3DENWE B MasTe okyAWears ciy+safs @ yOeRQan TeR, 10
OHO cooTEEeTCTEYET TpeboBaHWaM B.2.2,

YNELosHY BENOMHAKDT TEM He CnocofomM, ST0 W I0RA PYTHHHO CTEQRNHIYEMOTT WATENUR, M EKNOYE0T 308N4e B
CTERANMAYEM VI 3TArpyany.

B.2.4 Komdurypauwa 3arpyssu

OnpegennnT Hawbonee 3ETEYAHHTENEHYH ONF CTEPMNAZAUAW ROHEWIYDEUWKD 387PY3KR B COOTEETCTARM o
WHOTOYWHYHAME MO MCNGNEI0BEHHET.

BAKTCpE, NOGNSKEL RS PECCMOTOEHWH, BEAKHE0T B C80A {HO HE OFpEAWSMERIDTCA 3TUM ) CNegysawes!

- noTpelneHne CTERUNAHTA;

- YOERNEHAE BO3ILYXA,

- oooBEHHOCTH YyRaKoEHM:

- TEQMENbHBIE KADAKTEDUCTHES NDOOYKTE, HENPEMER MEBONSHHEIR PRIOTpES.

B.2.5 McnbiTaHua

B.2.5.1 MononesyT KOHGUIyDAUWKD 3BFPYIENA, CNDEOSNEHHYHD B CODTESTLTEM: ¢ B 2.4, W nonkayTea Dronord-
HECKMMHA AHOMKATOPEME B COGTEETCTEWM ¢ B.2.2. PEIMEW ST UHOHKATODR B COOTEBETCTAMY ¢ B.2.3 & pacnpenenanTt
OOCTETOMHOE SHCND BUONOrMHECEME BHOWKETOPOE ANA NONYy4EHWA CTETACTMHECEM DOCTOBEOHE R J8HHEX U ONA 088MoH-
CTRAYMH HOCTETOMHON MHAKPCEOLUAHOH JMMEKTHEHDOCTH B0 BOER JArpYIHE.

r pPRHMEYEH® e — MaHHRMYM 10 WHAMESTOPOE ANA obfkema ZamMels ao 1000 W no NATE WHOMEETOPOE HE LA
OononsdTensHBe S0 N ofbeme CHMTEETCA GOCTATONHBIM WM GOk

B.2.5.2 BoinonHA©T NPOUSCC CTEPUNAZEURM ANK NPOUSCE C CORDALWEHHEM UAKNOM, SCOH NPEMEHUMD, ® NROER-
pAEeT Buonomnivackde WHOMEATOPS HE pocT. KyNeTHEMROES HUE SUONOTMHECEMY WHONKATOPOE TPOBOSAT 8 COOTEATOTENM &
NpOLEOyYDaMK, OnucasHelMin B EH WMCO 11138-5.

He gontHo GeiTe OBHBRHEHD HA 0AHOMD BEGEABLIETS Suonoruyecsore nHIMKaTopE.

i pPAMEYAEH®WE — C-J'IEJ:I'_?E'T oHpardTe BHHMAEHHE Ha HHCTPYELWA D YyTHNRIZUAR GHONOrHYECKENE EOHTRONEHE X
METEpHance, NEPELOCTAANA MRS HENOTOEATENEM.

B.25.3% fna NoOATESpEIRHAA BEOCNPOWIECOMMOCTHA DRpoUessa MOETODAKT NPOUSCC CTEPRIMIZLUAW SWe N0 M2 HE-
wWed Mepe JEEXAR A0 ZOCTHHEHWA pE3YNLTETA B BUOE TPSE NOCRe00BATENeHEIX YoNEW HBIY UMENGE.
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Mpunomesne C
{EMpaBoYHoE)

PyHoBOACTEO NO NPUMEHEHHIO HACTOALEro CTAHAAPTA

P:"HEIEﬂ.!I.E‘.'TBI}, NpUEEQEHHDE B HARCTORLYEM TPHANOXEH ME, 8 ABNAETCREOHTOCNbMEBM NQW OUGBHEE CODTEETCTEMA TRE-
GoaasHAM HACTOAWEN: CTAHAA pTa. 3T1o PYSOBOOCTED NPpEgHaIHavesd ONA OLa3aH#s NOMOLH 8 A0CTHEHEHHA EGUHOMD
NOHAMAHEA W obaciewBHUE HCNONHABHHA 3TOMD ¢Ta HOAPTA NYTEM NPESOCTEENSHAR PAILACHESHA M NPHEMNEM B Y METOLOE
A0CTHHEHHRE COOTRETCTBHE GHELIHI:'IIHLI.H:L'II}EE Hi ki P ?FI'E'ﬁl:I BAHWAM. DHO Nog4e PEHEQET BAMHEIE BCAEETH W NDUEIOWT NpsE-
Mepel. MCNoNe30B3HHE METOODE. OTAWYMAKWHICA OT NPHESLEHHE X E QBHEHOM PYKOROOCTES, TAKKE B03MOXED NPH yoNO-
B#H, MTO X NPEMEHSHHAB ofEcneynT J0CTRHEHHE CODTESTCTEMA TPeboBaHAM HACTOAWE D CTEHO8PTE.

3aronoBEd CTATEA HECTORLLSMO N PHAZHEH WA W W HYMEDAUWA COOTASTCTEYIOT 2ArONOBKAM CTATERA W HE HYMEDAWMH
OCHOEHOWSBLTH HACTOAWBro CcTadgapra. Mogaarcnoaud n PHEMNDEEHAA MW HYMEDAEUWA He COOTEETCTEYOT NOA3BrONCELa M
H WX HYMSDELWA CCHOBHDR Y3CTH BECTORWETD CTAHGA pTa.

CA OBnacTe NpHMEHEHHA

HeT peRoMEHLALMR W YEEZAHWA.
C.2 HopMAaTHEHBI® CoRIMER

HeT peRoMeHLAUNE W YHEZEHUA.
C.3 TepMHHel 4 onpegeneHMa
HeT peRoMeHSAUWE W YREZEHUA.

C.d IneMeHTel CHCTEMB] KOHTPONA KAYBCTESE
Cpoenads coenka Ha EH MCO 148372000, npuno=eadre E. noapazgen E.2.

C.5 XapakTepHCcTHEA CTEDMNKHIYHOWErd AreHTa

C.51 Hedrpana3agma

MNepeg #asanonM WCCHEQOBEHNA MAEPOOHOR MAEAMTHEEYMN Heodxooumo yEeQUTECA 8 TOM, 4TO HA NONYHEeHHER
pE3y¥NETAT HE8 0LAXYT OTPHLATENEHOMD BNWARWA MaKpeBoUuaHE S wnd MUEROSOCTETH  Hele 30D ERTEl, BOIHW KA HIL He Wa-3a
NepeEs0ss CTERPUNASYHOW BN BrEHTE WA Br0 NEOM3B0SHE X B CHCTEMY BOCCTEHOBMEH HA.

Mpy HU3LOTEMNEPaTYRPHOR PORMENELETHAHOM CTERANEIBLWM B COOTEETCTEHM GO0 CRE U@ HESLHRRMY, MPRBSTEHH k-
MA B EH 14130, cyllBcTESHHOE PRIESAEHWE OOCTUMEEToRN 8 hase QecopSunK UMKNE CTEpHNUIAUWE (cn. EH 14180, noa-
pazgen 6.2}, Dasaso nepeld WAkyBEURER WHEHKATOROE He0BN0dRMO CEECTH & MUHMMYMY CO0RPHAHWE CTERUNHZYDWEero
ArEHTE, 4To AOCTUTESTLA 38 CHET MONONsI0EEHMA HEATRENHIVIOLULANY CUMMHECEHY BreHToR # NPOoUSSYp, ONHCAHHEDN B
EH MO 111 538-5, npunoxesue A, nogpaagen A3

C.52 MeccneQoBEHHEA MUEPOEHOR HHAKTHEALLHH

G521 Ofwen rHdOopMaUna

£.52.1. DopMansAgrdd B BSIHOM PACTAODE NROSEMOHCTRUPOBREN BaICOLMA YOOBEHE NPOTHEOMARDOOHO A SKTHE-
HOCTH. B H@3KOTSMNERETYPHEIR NEPCMOpMENELETMIHEY CTEPUIW3ATOREY pPACTEOPR DOPMANEAEriaE {MULpoBoUsaHERA
PACTECR) BRNEPHESETCA B FA30EYH CMECE, COOBDMEL YD NAp W QOoPMANsderud. 3TOT NPUHLUN YCNSWHD WENoNe3yEeTCA
Gonee 30 neT. MukpolouroHan BETHEHOCTS QECTHIAETCA 38 GUET NNEHEW KOHISHCETA HE NOBSPXHOCTH CTERMNRIVEMBIX
ME0dUMHCEHE M30enHAl. OTCHeT BpeMEHd YARPEAHAR HAUWHAHT NEW DOCTHHEHWA PABHOBSCHA MEKAY MEI0B0A M =M AKOA
faseMy, NEM 3TOM YHe MOseT npovcioanTe Mukpofisan wHakTueaunA. [pUMEHABMEE TEMNEPAETYPE CTERMNHIELMH
Nexar s quanascHe ey 48 “C W80 °C, B KOHUSHTRAYMN PORMAENBLGErMES 8 CTEPENUIYEILULEM BredTe oT 2 8 u Sones sam
35 %. Ona gocTHEeHWA Tpelyamol CTENSHE HHAKTHEAWEN BhINE YCTAHOANEH W PASNHHYHBS BHAK HAZEOTEMNERATYEHBIX
napofopMans0eriaHsx NpoULEccom.

C.521.2 Cnopel Geobgoillus sfearnthermophilus Beini NPUIHaHel HARS0N B2 YOTORYMBSIME K NROYSCoY HASHGT &Rt
NepaETYPH0A NERDMODMANEIBTMAHON CTEPRNKIAUME W noToMy Hanbones NoaXogALLMME ONA HCCNELTEAHWA MHALTHEA-
LM M AMA MCNONS30B3H WA B HEHECTES SHONOTHYECKHE MHOHKETODOE GNA SANHAALUHH B PYTAHHOMRD MOSUTOR MHME NROYSCGE.
Monynorapuprd¥eciHe rPEQREN 3ENCHMOCTH YUCNE B EHME LAWY MUKPOSOR OTHOCMTENEHD ONATENEHOCTHA SECNOIAGMA
OKAILIBAKTCA NHHEAH kMK NPY YOROEMKM 0S8 CNeYeH A NPABMAEHOMD YABNSHWA BOS0YEE W NPOMHKAHEA CTERWNRIYIOLEro
ATSHTE B CTEPMNWIYEMER NPOGYET, 8 TACHE NDW CBECnewa HUM NOCTOAHHOA TEMNEPETYDE M E0HWEHT PALMK GOpMANBIE -
AAHENOERPEHOCTAK NPOAYETE. 3T0 Q28T BOIMCHHOCTE ONPEOENUTE KHHETHEY MAEPOOHON MHAKTHEA LMK M pACCHMTATE TEO-
PETH4ECKYH BEPOATHOCTE HAMNWYHA BRIMMEBWAE MHEpOIPraHE3MOE.

C.52.23 CTepUN@ayiowid SreqT W CER3EHHOS C HUM OfopyacEaHKe

G522 WooneaoBaHWa onpegeneH HoA W BOCN PO 3B0LMMOM FTEHERELWA CTERHRAHTA W XA PAKTEPHCTHEE CTEEHNM-
IYIOLUYEr0 aTEHTA MOy T BRINONHATECA CRoMows nabdoparopHore ofopy o3 84MA, MPOTOTHNE ANW PYTHHHD NPOMIECIHMO-
ro o8opySoBEEHHA NPoNABogCeTEEHHeMo Tune. MogpodsocTy npoueccs W NGOro CEAIAHHEID S HUM 0DOp YOOREHMA SOMHHE
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Gl Th CNEUHP MM POBEHE. B QoNORHEHME £ CHAZAHHOMY, ECE NAREMET sl UMEN A, CnocobHm e NOaNn MAT: HE MHEpoBogua YD
AKTHMEHOCTE, J0N#HB BETe WOEHTEDHLWDOEAHEL

L5222 BocnpoMaBodUMOCTe ORT3HWM3AURM M CTRYRTYPH WCCAESOBAHMA, NOAMOTOBMTENBHEX ORepaUWE,
WCNONE3YEMOrd 0800y Q0BAHRA, CPEACTE MOHUTODWHTE W KOHTDONA BCEX BEAHE X NS0EMEaHHRIX §oN#HLl &l Th TUSETENEHD
paccMoTperb. MAchMeHHBIS NPoUBSYEE JONHHE BeTe NOGIOTOENEHE JAREHEE, 40 HEMANE BCNONE3CEAHEA B0 pyaGEa-
HUWR M BRNONHEHWA HCCABGOESHAR .

C.5.2.23 Dancasve OpraHyd3Iauntn W CTPYETYPRlI MCCREQOBEHHA W PE3YNbTATEI KEMIONG WCCNEA0B8aHHA A0NKHE
BaiTh AOKYMEHTHDOBAHE, 3T JANACH NOANEEAT XPAHEHED ONA OBECHeqEHRA BOSMORHOCTY PEBSNWGALHA.

C.5324 B cnyuas, 8o E OPrasdiaudss W CTRYETYPY WOCnenosasMA Geini BHECEHE WEMEHEHHA, WX BoIged-
CTEME HA PR3YNsTAT MCCNeA0BAHUA MUKpODHOA WHARTHEAUAW OONMHO GHTE OLEHEHO W DORYMEHTHDOBEHD .

C.5.22.5 DTHOCHTENEHD BUONOrMHECENE MHIKKETOROE, NPSAHAZHAMEHELIX ANA MCNONEIOEIHWA 8 NPOUBSCE H#-
HOTEMASPATYP=OA NApohopMAEnEOSrMOHOM CTEQANWIALWA, CORNKA O3He =3 EH MCO 11138-1 w npanoxedns 8.
ayHET B.2.2.

C.5.2 26 PysosogoeTed nd paipaboris MeTo o MAEpoOHONO ddeckds HCNETAHWA W WX BANWSALMA MOKHO HBATH B
EH MCO 14037, npunoxedns O, nyHer D32,

C.B XapakTepdcTHrE npouecca W obopysoBaHWA
HeT pesoMSHOEUMA W YE3I2H AR,
C.T DnpegensHEe NpoayRTa

C.7T1 DOwar vHpopMaLHA

Mpoyecc HUAKOTEMNEPATYDHOR NEROEODMANEIATHAHOH CTESHNAEE UM MORET HEBRAroN2URTHS B030eACTACEBATE
HA WENOCTHOCTE MEANLMHCKME WATENEA @ MY YIAE0Ek«. 3TO BO3OSACTEME NOGNEHAT DEEHTE .

HekaTopHE KOHCTRYETHEHRIE X3PAATERMETURY NDCOYETE MOTyT 3aTEYAHATE NGNHOS YOANSHEE W3 HErD BOIOYHE W
NPOHWEAHUE CTEDWNMAVEILLETD ATEHTE. HEKOTORBE YNAKOBSHHBE METEDYANSE W HAAENH@A MOTyT 33TRYAHRTE NPOUSCE CTE-
punNKzaUed un aecopBurn fopMEnegerugs. MaroToEMTENE NRCOYETE OHAIAH NPEOOCTAEMTE MHDORM AL OTHOCHT BNs-
HO NOOX08A L ed YNSK0EEH W NPOUSCCA CTEPHRMIaUME (o8, EH MTD 1 FoE4).

C.7.2 PRccMOTpEHME ROHCTRYHUHA MEAMUWHCEHMY WIOENMA. NOONEMAWME CTEDMAKIALHNA

C.F.21 DYHEUWR NPOOYETS

MpogQykT BO BPEMA HMIKOTEMNEDATYDHOR TApPOMOpPMANBLETHIHOR CTEpANWIEUMA NOABSQTEATCA DAINMUHHBM
HATPYIKAM CO CTOROHE OXPYSaDWEed CRegsl, TIHHM 8K TEMNEPATYPA, AABAEHHE W OTHOCH TENEHAR BNaxAHocTe. MpoayeT
MOMET TAHE BCTYNATE B XMMHEHSCEYE DEIKYHHD OO0 CTEPWMWIYHILWM BrEHTOM. KOHCTRYELMR NPoaykTa 0onkHa BeTe
BRNOMHERE TaKMM oBpazoM, 4ToBe 4 YHEUMOHANEHOCTE W DE30NAaCHOCTE HE YRYOWENMCE NOCNEe BO030EACTREA HE HETD
NEpeMEHRHE X NEOYECEE 8 OEMIASME JHENA30HAE. MUHAMANEHSIE 4 MBLCHMANEHEE IHE4EHUA NEDEMEHH:IX TpOLBCEa ¥
CEOPOCTE MX MAMEHEH WA OO Hel DACCMEBTPMEATECR NPH YCTEHOBNEXWW HEMGONe 8 TRREN K YCNOBWMA ONA NPOGYETE, B TOM
qHENe M OhA ero ynagosid. PeaynsTaT MEOrokpaTHors Bo3geAcTana NEOoYecooM CTERMNMIAU MM NOONEEUT OUEHKS.

C.F.22 KoHCTPYEUMSE W DONYyCEW

KOoHGTpYEL®A W AONYCKW BEAMHE C TOYEM 2pEHAA YOBNEHHA BO3AYEE, OOCTABHS @ MROHMEHOEEH WA CTE DU W 3YH WS T
AMEHTE, 3 TAKEE DACNDEOSNAHHA CTE DHAWSYHIWETD ATEHTA HA NGEEDXAOCTAY, NOOANSMAL M3 CTEPUAMIAUMA. JonxHa GuTe
ofiecnedena e THEHEA Decopduna CTEPUNHAYHIWES: 2redTa. Ecnu yaynopotswe coanoTeE NpefHa3Ha% en0 ONA Nog-
OSEHEHHA CTEDUNEHOCTH, MX KOHCTRYRYMER GoNKHE BRTE NPeCcTEPAULEHE HENpeOHAMEDEHHEA ROHTAMHHA WA NOESP Y-
HOCTER, KOTOPEIE SON¥HE OCTAEATECA CTEPHMEHEMY.

C.F.23 Cocras MAaTepMandE

C.¥.23.1 Baxdo aeifipaTs MATEDRENH G AJEXBEATHOA CONPOTHENREMOCTRED K XHMBYSCHEM U D3 RHECEHM MIMEHa-
HURM, BEISBAEMEIM CTERHNMIYVELUAM BrEHTOM BO BCEM OHALAEMOM OM3NE30HE IHAMEHUA NepeMeHHE: UMEnE. Tarne
CEOACTER, KAK DU IMHSCKEA APOYHOCTe, NPCHALBEMOCTE, DAaIMEpE A YNEYIad 0epopMELMA A0NHHE G5 Ts OLEHEHE NOCNE
CTEpARKIAUME, “Tobw YOEOMTECA B TOM, HT0 MABTED@WANH OCTENWGE NEHMCAHEMA K ynoTpeldnasdin. ferpajauncHysme
AMPERTH, BRlIBEHHEIE BOIASACTBHEM NDOUECCE CTERANAIBUWA, TEKHE KAK TPSWHHEI, MO8 RIWEHHAR XPYNROCTE W haz0a0e
pACCADeHEe, LonHse el Te MIFYSHE #oUueseHs. [TpH HeoBE0AMMECTH J0NEHD Sel Te IRRBNEH0 MAKCHMAN EHD GONYCTUHMOE
HHENG SHE NG IA0H A

C.F232 ChnegyeT oUsHATE DRONOMAHECHY COBMBCTHMECTE MATEDHANOE NOCNE BOIGSACTENA CTE PUNM3E U HOHH G~
o Npoyecca.

C.F.23.3 Ecne xapasTepioTuid yIepadBa0wed cnocoBHOCTH DEANEHOMS NEOAYETE HEKE TEx He KapaKTEpdcTHE
WHOMETORS 3P dEedTsaRoCTe 4acopbung, TAKoA MHOWKATOR AENASTCA NPHEMAEMaIM 8 K34ECTES HATDYIOHHOND YOTROA-
CTEAOMNAQIHHOM NPOGYETa. Ecnu =e npoayrT vueeT Sones BeiCOKHE 230 RETSDHCTHEY YO R pEW B W ER SNoCoEHOCTH, e
WHOMZATOR 3 @aEkTHRHOCTH QecopbuMK. TO TAKOA NPodyRT NS0 cas onwed SelTe HCNONRI0OEEH B KAMECTER MHOMKETOPSE
AmpekTHEHDETY Gecopburin, nubo AnR Hero Hy#H: Ro0o8paTE WHOA WHOMEATSD S@E KTHEBHOCTH decopiumne.

C.7T.3 FaccmOTpeHWE yNAKOBEH

CCHOBHER PyHELGUA YIEK0SRE N0 OTHD LEHHID K CTERANKI0BEHHOMY ME0AYHHCIEOMY #208NHH0 — FapaHTUPOBETR,
TS APOOYRT CCTAHETOR CTEOMNEHE M BNNGT: 40 @M RCNONE30EAHUA. Bo BpeMA CTERRNAIELMA YNAK0EE JONKHE NEOTH-
BOCTOATE YCNOBHAM Apouecsa 583 HErETHEHOMD BENMAHHA (Hanprmep, 36 copBuma niany xiMryeckEne p2akuin) Ha cwes
HA4ACTED NDOOYKTE.

TpedoEaHwa K ynakoeke Gonee geTaneqHo SAcCMoTpeds B EH WCO 11607 w EH 868
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C.8 OnpegensHWe NpoUEcca

C.81 OBwan wsdropumaymna

JnpepensHHe NECUSCca BEINCNHARTCA ANR ONPEOSTHEHWA NAPAMEBTROE NPOUSCCE W WX Qonyckoe. OnpeasneHde
NpoWeCcs BEnDYEeT B celim (B8s MUsMMYM D2& YACTHD OJHS OUSHHE3ET B0Z08ACTEHME QNANAI0HA NPEONONaraesMex npo-
UBCCHESX NAPEMETEOS 3 NPOAYET W YN3KoBCY, 8 BTOPEA CNREOENAET TE NAPAMETPE NPOUECCE, KOTOPHE odecneqweanT
BEINOMHEHEE CReUMpEYecke TPeGoaasuR K oTePRNEHOCTH NPOGYETa.

C.82 OTpHYATENEHOE BENWAHWE Ha NPOOYRT @ yNaKoBKY

Mockonsky CTEQUNHMIALUA MOKET 0KA3ETE OTRPMUATENEHOE BENARHKE HA XAPAKTEPUCTHEN NPOOYKTE, 8 X008 CNoege-
NesdA NPoLeCcce QonHed GuTe NPOEE0EH TWATENEHE A BRG0P IHENEHWA W AONYCHDE ONA H3#AO0M NZPEMaTRa NPOoWeCGa.
B ofiwem cAy4ase Te NADAMETRSl, KOTOPSIE NP YESMNWHY BEHUN CB0ME IHAYEHEA SAMETHO NOBE WA KT 3pelTREHOCTE CTERR-
nWagLUHs Bes OTPHLATENEHOMD 20308ACTEAA Ha KEYECTEO NPOGYETE, QON#HE BeiTe MAKCHMANEHD YESNHYEHE HE 3TOM CTA-
ann. M HECBOPOT. TE NERAMETREL, KETOPE B NDW YESTHYEHUH CEOMY IHAHSHEA YXYOLWE 0T KEYECTEO NPoAYETA 83 3aMeTHOrD
NoBS WeHHR 38 @EKTHEHDCTH CTERHNHIBUM M, BOMKHE BeiTe yMEHEWEHE HE 3T0R cTa0ke. B aonon=exse £ aToMy, Bcna 8
X008 MCCNeJnsasdi ofHEpYHesD NOPOrOBEOE IHAYEHHE NAPAMETRE, EMLWE HOTOPOTO BOIHWKEET 3AMETHOR YEyAWEHYe
NECOYETE MM 810 YELORKY, TEXOS IHEYEH e Sonxs=0 GuTe gokyMedTipoeado. Ona ofecneyeHea rpadsd DeacnacHocTh
npoyecca TaKon napameTp gonmed DsiTe QOCTETOYMHD HWHE CBOSMO NOPOTOEOTD YPOBRHA.

C.8.3 OnpegeneHde 3@pesTHEHOCTH NPOLECCa

C831 Obwes rHBOpMaLWA

Mpouscc cTERUMNWZEYMH SONWEH ONPELSNATLOR HA GCHOBS MHAKTHEEEH N MUEQOOPTEHWIMO8. 3TH MAKDOODraHH IMEl
A0nEH e OeiTe B0 ECTECTESHHDA KOHTAM MHELUHEA NPoAyETa, NWEo fsiTe KOHTPONEHEIMKW MUEPOORTEHHIMAWME, NEECTAR-
AARLEWMA COoB0R, N0 MeHELWEA MEePE, TEEYID ®Ee HEMPYIKY, KAK W eCTECTEeHH AR GHoHErpyakea sa npogyeTe. Mpw onpeaene-
HAW B EKTHESOCTH NPOYSCCca QOMKHE OsITe BENONHEHE ONPERENEHH e WArH, f0Topeie obecneqar yiesaeHHocTE B
npaeuneHocTH 2eGopa napaneTpor apoueccs. MoW MCNONE3ICEaHEY SUONCOTNHECKHY MHOMKETOPOE B YMCNS 3THX LWAr0e
BXCEAT CNELYRLHE!

- eefop BHONOTWYECHOMD WHOWKATORE;

- onpepensHde MecTE, Hewbonee 3ATPYAHATENEHOTD ANE CTEDWIHEALRK;

- DUEHHE NETANEHOOTH B 3TOM MECTE @

- OUEHKE BNUAHKHA YNIK0ECH @ KOHRWTYRayMH 3aTDYIEd,

C.8.3.2 Bubop SMONOrMYECEOND NEAMESTORE

cakTepin Geohacilius stearothermaophiius GENW MAesTHRHUMPOEIHE L3 K MAKPOODranuas, HaWbon ee Noaxo5aLL9A
ANA ACTETAWA HEZKGTEMNERATYDHEX POpMaENeaerngHE X CTEpENMIATOROSE (oM. EH MCO 11136-5). Ecnn npoysce Sein
pazpafoTad (B NPOMLILNEHHICTH), OCHOBMBAACE HE DEAENLHOM SHosarpyake, 7o BHONCTHYECKAE WHIMKATOR A0NMEH
MMETE DTHOCUTENEHD Bonee BeICoR0e ConpOTHENSHME NPOLECCY CTEPUNW3AUAM N0 CPEEHEHAK COPYTHMK OUEHILBSE MM A
MUEPOOPraHA3MEMY. HEPY3Ka, NPEOCTEENASMAR SRONOrnHecEm MHAMKSTOROM, 30nsHa BuTe cpaeHeHa C SUoHAaTRYIKORA
NECOYETE W, SCNW OHE BELUE, YSM HETPY3KE NPOAYETE, TO MHIUMEATOR NPMAHESTCA NPMICAHEM ONR ONPeJenSHnR NpoYyecca
M NOCHEnysHME BANHOALMOHHE Y MCCNEA0EaHWA. B To BpEMA KAk onpageneHse D-BanWuMH e LNA Ea¥G0r0 @30naTa Guo-
HEMpY3EN #E 0BAZATENEHD, BRXHD CUEHHTs HaWdones CONpOTHENAEMYH “3CTE NONYNALAM, COCTAENARW el BHOHAMPYIKY.
OTHOCHTENEHAA WHAKTHRAUMA MOoKeT O6iTe OUEHEHA © NOMOWL B CTYNEHYATOND YEENWYEHUA BOIOBRCTENR CTEDMN@I V-
WEerg areHTa.

C.8.3.3 PaameueHns GHONOMMYackoro HHEMEATORE

Mocne Toro k88 GHonoreyecksd HHaWkaTop Belpes, CNeEOYST YCTAHORWTE NOAXOOALLEE MECTD EM0 DEIMELLEHWEA,
3T0 MECTO MOMHD YCTAHOBEWTE, OCHOEMBEACE HA IKCABATHOM ZHEHWE NMPOUECCE W AOKYMESTHDOEAHHOM MOrHHECEOM
oBOCHOBEHMA TOMD, NoMEMY HMEHHD 3TO MECTO NPWIHEHD HEMGONEE JATPYOHWTEALHER GNA CTEpWNA3aYWE. Ecni ato
HEBOIMOKHD CO2NaTe C QOCTATOMHOA ONPEJEREHHOCTER, TO HYEHD OUESUTs HECKONEED MSCT, WML My Hanboneu yio
BEpOATHOCTE SRTh SETPYOHUTENEH EMK GNA STEPANWIZUMA. BHONOFMMECKME MHOMHATODE BHYTPH NPOSYHTE DON#HHE SbiTe
NOME LEHL B KAXG08 W3 3THX MECT, NOCNE H8ro NPoOYET Aon=eH G Te NOGBERrHY T BOS0ERCTEW 0 YACTA NPOLACCE CTERHNK-
AWM. BeilvpaeToR TOMESTO, B KOTOROM NOCTORHH0 0bsa pyHHEAETCA HAWDONELLEE UGN O BRIHELWE MELDOODIESHIMOE.

C£.48.3.4 Buwbop napameTpos Npoueccs

V3 DUANAICHE JHAYSHWH NEpSMEHHEE NPOUECCS, WOCNEAOBAHMEE cornacHs C8.2, ona Bcax NepeMeHH X, 38
MCEMHISMEHUEM OOHOH, DonEHD BeiTe CNPEOENeHd BORHCTREHHOS JHAYEHHE © 80 gonyokamMn. OBwusEs 0CTanWEACA He
ONpEegenesHod NEpEMEHHER NPOUECCE — 3TOBPEMA. BRNONHAK T CEpUS HCCNBQOBRHAR ANR NOCTROSH WA KRMB0H BeiHe-
BAEMOCTH, KOTOPYH 3ATEM SKCTRANONWPYIT AnA oOecneqwsH HA B0IMOKHOCTH NONHOMS ONpeaensH A npouecca, DopMa
KOWEDRA BEOMMEASMOCTH NPpW 3TOM MOSET OTNWHETECA 0T opke. HEGNHOEE WEACA NPM PAHHNY AOCNEL0EAHWAN XAQAXTE-
przay#d. Hanpuuep, HopMa SpHBOR BRMABEEMOCTH, NONYYEHHEA NPA XEPECTEEAIALUMY, MOrME DsiTe NERMOA NEHWER.
Jroro MoxHo Buno oM naaTe, SCOH NAPaMETPH NPOUECCA BRn NONHCT B AOCTHIHYTE B HAYENE NPOSECEE W NENHIGTED
MCHEpNAHR K ero koHUY. MpY W3MepeHUM WHEKTHEAUWE B HEXGoNSE 33TRYAHWTENEHOM ONA CTERANMIELMA MECTe, OOHEED,
NPCUEGCHEE NADAMETPE MOrnH BETE HE NONHOCTER SOCTEMHYTE K HENANY BREMEHHN YASDKMAHWR, NHEC HE NONHOCTEH GHA-
Menk K KOHLY npodecca. B nogoldsx cnysany speaT#EM00Te CTEPRMAWIYDLWETD ATSHTA BOIPACTERT OO BREMEaH e .
HECBopOT. BCNH TPOUECOHBE NEREMETPE CO BPEMEHEM CHEREDTCR, MUEROSGUAIHAR 3D exTHBHOLTE CTERUNHEY DLLED
BrEHTA TAKME NOHWHIETOR. B TEKOM CRYYae BOZHRKEET GONEW WA PHCK NPA NPOrH038 KOHEYR RS TOHUEK, W TOTGE PEROMEHTY-
8TCHA NPORESEHME OLEHEN WHEIX IHEYEHME NPOUESCCH RN NEPEMEHHEN.
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C.B.3.5 OcTaTkd nocne npouecsa

Ma NparkTMEK X0P0WD MAERCTHD, 4T0 OGTATOMHE A [NARE)DOpMAN IS OCTEATEE HA NPOOYKTE NOCNE NPHERDSHWR
HUIKOTEMNEPATYPHOR RAPo OoPMANLLETHAHOE CTEpHAKIAUMA. [0 aToR npMsMye aza gecop iy, WAYIWAR BCNE 38 3KC-
NO3WLASA, RENABTCA YECTeK NPOUECCE HASKOTEMNERATYPHOW MNAapodopMEnNkferaiHOR CTepMn@IaUuWn. CrawgapT
EH 14180 cneuvdyUrpyeT METOD MCNETEHNA H3 HANMYHE DCTATOMHOM [NEpadopsansLerHLa

C.9 Banwgauws

A1 Obwar vHipopMauna

C.8.11 BanAlauwoH=0e WocnedosaHue COCTONT, N0 MEHEWER MERE, @3 YT PEE CCHOBHLIX SNEMEHTOR, ONACEH-
HbiZ B OB 2—0C 95

C.H.12 NeboenonuerateneHoe cBopyA0BEHNE, HCNONBIYEMOS GIA HIMEPEHHA P AZHHEC KM K NELAMETROE. JOMKHO
Bl Th NpHES0EHE K TPeBYEMOA TOMHOCTH, KOTORAR A0NEHE BeTe NOATEE pHAE HE OSACTIYIOWER KENHE DO BOMHOA GoKyMEH-
TAUMEA B COOTEETOTERN © NPHMEHUMEBIMK CTAHOARTAMM {CM., sanpusep, EH 14180, npunoxesue Al

CH.1.3 JokyMeHTHRPOBAHHE S PE3VNETETE WCNEITAHWA HE CODTESTOTEME THAY MNE NDOASECACTEEHHE S UCNal TAHKA
(B COOTBETCTEHM ¢ EH 14180% moryT SsiTe MCNONB20BARE] B KA4MECTEE OONONHWTENBHE Y DAHHEIX ANA BTTECTA UM Npe
YCMOBMM, 470 3T PEIYAETETE GeimK NONYYe A NPW HAN AH#H DeACTEYH L 8@ CNe Usfu UHpOB3HHOR CHETEMEl YIPAENESHURA
HAMECTEOM.

C.8.2 ATTecTauWAa moHTaxa (103)

CHZ1 YOTEHOEWTE M QOKYMEHTUROBATE TPeBOBEHHA K NDUOBDETEHRK, K S0 HSTPYELME W & MOHTaHy oGopynoea-
HUWA. KaK ToONBKD no3e0naT paBoTel NO MORTEEY, YCTAHOENSHHAR KOHCTRYKLMA M 88 MOHTEX 00N#HE SsiTe NOSBERMHYTH
GLEHKE, KOTORER YOOCTOEEPAST, 4TO BCE NRChMEHHBE TReboaaHHA DeiNKW BENCMHEHE

31EEeprHEEYHA AO0NHHE POoKYCHROBATECR HA TEX XAPAKTERHCTHRA Y, KOTOPEIE MOTYT 33BMCATE 0T HENPEE HABHGTD
AZMOTOBNEHMA, YCNOEWE NOGTEBKM M MOHTEHA, EKMAYERA, KEK MRHHMYM CREOVOLWER!

- WHHHINBHYD WIEHTHEMESUMKD W HAHSCAHHE Boax HeoBXoauMMelx STHEETOR HE obopyaoaasde (oM. EH 14180, paa-
oen B

- HENH4HE ADEYMEHTELUW, NPEa0CTABNAEMOA NOCTABWWEOM (cwm. EH 14160, paagen 9);

- 33ESPLEHHOCTE MOHTAXA, B TOM YUCNEe BCEX fyHRGUOHENEHEE KOMIOHEHTIE W NOMHAGNEKHOCTER,

- HENH4HE @ NPpaBUNEHOCTE NOGSYE BOSK NATAWWKE Cpegd, kak oroaopeso B EH 14 180, pazaen 10, Ocofos aHaMa-
HWE Qon®=0 ObiTh YIeNes0 L4EcTEY BOALI W NGOESESM 0TS MAKpobogMAHOro pECTEORE,

- HENWYME HE MECTE MOHTANA CPEACTE M MED. TREGYEMEl X ACOEATAMY CENEHE TEYAE W OXPaHE DEDYHE LW ER Cpe0k
a8 cooTEeTeTRMY ¢ EH 14130, peagen 10, @, KOrGa NEPHMEHMMD, E COOTEETCTEMA G TpeboBaHnAMKH EBDONEACEHY QRpEETHE B
HALUMOHANEH B IBKOHOO3TENSLTE;

- MECTA YCTEHOBKE 0O BRLTOR W NCMNOKEHRA B COCTEETCTEMH & TPRBOREHHAMKH BEZONACHOCTH MAK SHONOTMHECEAME
JCNEHTEMM 8 COOTEETETEMM C EH 14180, nogpasgen 10.8 4, 2Cnd NP AMEH@MS, NO SERONEACHAM HORMEM H M3 UACHANEH b
3AKOHOSATENLCTEAM .

CH.22 ATTECTAUMA WMOHTAMA AONEHE GuTE JoRYMEHTUROEAHE. HE MMEHIWYHCR QOKYMEHTALWMG JONHHE GHTE
cOenaHel ook,

CHZ3 ATTECTAUMA MOHTEWE OONMHE PACCMATEWEATEOR A Y TEEDHAATECA CNALWANEHD HAIHAMEHHE M OTEETCTEEH-
HblM MAUCKM 40 HAYENS ERNOGNHEHUA ATTECTAUMA MOHTA=E (D0

C.8.3 ATTECTALHA IKCNNYATAUWME oBopyaosadna (0Q)

C.8.31 ATTecTAEUMR IHCANYETAUMY oBopyd08aHHe COOTONT #3 LOKYMEHTHRPOBAHHEIY HENBITAHWA obopyaoBaHHA
LNA NpOBeDHs Bro yoToASHEDA eS0T B0 BCEM JUENE3GHE SNeUMfHLWPOBRHHEX DAaBoyUE XEBDaKTEDHETHE.

C.9.32 Mpu npogeSeHMy BTTECTAUME SHCANYATaUM: oDOpYOOBEHMA GREJYST NEMMEHRTE CTAHZAPTHACEAHHRIE
NPOLEdYPel MENETAHHA, FCNETATENsH0E OE0PYAOEAHWE , KOHTRONG Hal® 3AFEYIEH, MHAHKATORE H MENEITATEN BHEE LAENE
jcwM., sanpasmep, EH 14180, npunokedua & C @« refniuya B npunoxesus B).

C.8.335 Neped BEINONHEHHEEM ATTECTIUH 3KCANYATALUNY SOon#Ha SaiTh BeINGNHSHA KANHEpoEKE Boax npeBopos,
ACNONBIYEMEY ONA MOHWTODUHTA, YNPABREHEA NPOUSCCoM, BHOMKELUN M 33040, ANA NOATEARMAEHMA MY NOACTROR-
KH/PETYNAPOBEA @ TOMHOCTH COMMAacHd CReyd fMkaunanM. Ecnu nogeTpoRka/peryNHpoERa W TONHOCTE yee Shild HEJda8H0
NogTEERHOSHE (B NDEOSNaY OF0BOPEHHOTS ANA 3TN0 NERHOSA BEReteHi ) M BaiNe NPAEUNEHO SOHYMEHTHROBAHE , HENDH-
W20, B X008 384N 0YMTENEHEX NEOAIB0OCTESHHEE HWCNE TEHME #NW B8 008 DYTHHHOMD ofcnyHBasUR. TOTANeHER kanul-
DOEKE MOMET ObiTh 38MEHEHE BEIBODO4HOR NpOBERHOA.

C89.34 B cocTae aTTECTAUME SKCANYATAUNA QONKHE BXOOMTE, KK MHHEMYM, CNETYH0WWE WCNEITEH WA

- NPOEEDHE HE YTEYRY [BEEYYM-TECT];

- NPOBEDES BCRN BRHHESALAY PyHELMA CTEPHENMIA TORE,

- NPOEEPEE TEMNERATYP R GTEHOE MYCTOR KAMEPR! (KOHTPONE NPEAB3PHTENSHOMD PEIOMGEEA),

- NPOEEPEE NPOg AN TEMNERETYRE @ BAANEHHA B NONEIH0M 05 beMe KEME Do, BENKYEA HOHTDONEHYE TOMKY H3MA-
PEHEA TEMMEPATYDE (O MANO0M I8P Y3KOH WNE C NONHOA 33rpyakon);

- NPOEEQES YOANSHEA BO3AYEE 4 NPOHAKERMA CTERANAHTA C NOMO Wb YCTRORCTE KGHTRONA NPOUACCE CO CNEUWEN-
LHPOBEHHEIMA WHERKATOREMA B KEMECTES “ACTH HAMPYIHE.

- MHEpOBHONGIAYSCHAE HENRTAMHA (¢ MANOR 3AMPYIKOR MNM © NCNHOH 3ATEYIR0AY

- NpoEepke JecopBusd {C MBNoOA 3arpysiod);

- NPOEEPKE CYLWHEA (C MAN0R JBMPYIKOA MNW C MCNHOA 3arDyaskoR ).
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e HEE pEAYNETATOR WCNETAH MR JENWHA NOKEEETE. TG0 COOTEETCTEYIDLWWE NAPAMETEE NPOUEGEE W HOHTRONEHEH 8
TOMEW MEDEX002 MAa3 NPOUECCE HAXOOATSR B NPEABNAX, YKAI3HH:IX RITOTOBMTANSM

ATH MCNETAAWA NO BCIMOKHOCTH JONHHE Gel Te EnNONHE Hbl B *0MESUHALMAX QYT C QDYI0M ANA COKpaWeHdR obuye-
ro BREMEHH, SE0HTMAE PECYRCOE A YMEHBIWEHMA HATPY KW HE DEPYRAWW D CRegy.

C93.5 B yenax asiNonHeHna Tpeboesdnd 9.3 4 seafioguMo NOoBEpUTe KANECTAE0 NADE W BOCNPOMIZOOUMOCTE
NoOa+“H CTEEMNAHTA B JOCTAToYHOM GhbemMe 8 Xone npouecss. MAPORMEBLWRA, K0TODYH MOMHO ONA ATGMD @CNONB30EATE,
ExnYEaT 8 cefia (HO He OTRaHHYHEBAETCA CHE3AHH M| CREdy W es:

- DpofAnK TEMNEPATYPE 4 DEBNEHWA;

- MHEOOPMAURK, BEELAEASMYH CHETEMOR YROEENEHWA W CPEACTEEMY MOHHTOPHRHIE:

- ofteM WCNONB3GEAHROGND B LMENE MUED0BoUWEHOIS DACTECDAE.

C.9.3.6 ATTECTAUWA SECNNYATALMK QONKHE BENOYETe 8 cel A TAKEE RCNETAHWA ¥ NPOBEDRE DYHEUSA, YO OGCTOBSRR-
HILHE, 4TS CHCTEMA MOHWTEPEHIE Npoyecea paboTeeT npEEKNE=0.

C.9.53.7 BCTpOeHHBIE B CHCTEMY YEREENEHMA CUIHANK TREEOTA @ APYIHE S YHEUMA Be30nacHOCTH TAREE NoanexaT
NEaESpEE.

L9538 ATTECTALWA SECNNYATAUMK AONHHE Bl Te A0EYMEHTHRGEAHS, 5T A0KYMEHTALEA A0NEHA B Te PACCMOTRE-
HE i YTESRH0EHE HAIHAYE HHBM OTEETCTESHHBIM NALOTM 40 HAYANE ERINONHEHAA BTTECTAYRM 3LCNNya Thpyemoro ofopy-
aozasun (PO}

C.9d ATrecTaunA skcnnyatipyesors cbopynoeadua (FQ)

G941 Ecne «@cnoNe3yaMel i 40A BTTECTIAUNE IKCNNYETHRYeMOrs cH0py00BEHMR NPOAYKT B OTHOWEHAM ¥CNoBHA
&Io CTERMIAIZLHN M YNEL0S KA ILENBENEHTEH HEREONEE TPYOHG CTEQENMIVE MORA KOHD HIYBELMA 2AMRYI5H 8 COCTRETCTEUM
C WHCTRYRLMER N0 NPMMEHEHW, TO NDEaRA GDYIEA MEHes JATPYOHHTENEHSA ANA cTAPMINIAUNER 06 DRIy PALNA 38D Y 3N
AonEHE BRTe TEKHES BRNWAAROE A=A {CM. B.2.4 )

C94.2 MNpe onpepenedsd Hawbones 33 TDYAHRTENEHEIE ONA CTEPUNM3AUMY YCNOEWA ACNETESMA 8 X002 AaTTECTE-
UWe SECINYaTHpyeore odopyJ0BEHHA AonEHE BHTE ¥TEHE U PACCMOTDEHB! NPEICKASYEMEIE HAMEBHEHWA NPGOYETE MK
NEGUSCCANPHA DY TRHHOM NPoOUMIsoneTas. BAPpOTHEHOM CNYHES T0N3%EH Bel Te NPHMEHEH KOHTPONE MaMeHeH WA, o 5121

C.9.4.3 Ana Toro 47086 NQO0EMOHCTRMDOEATE BOCTPOMAB00HWMOCTe GAHOMD CNEUMEM4acKorD UHMKNS CTEEAMMIE-
UK, HEOBKO MM G Bl NONHETE 810 00 MBHBWEA MEDa TPY BE3E C CNONE3CEAHKEM NpDAYETS B HEHECTES 3arpyadd. Maue-
HEHMWA DAIMEQPE 3ADY3Ed W S8 KOHMUIYEAY®A B STHX UHHNEX MOMYT NO3ECNMTE NoNydTe GONsWyD VERPEHHOCTE B
BOCNPOHIECIMMOCTY. B aMI0M W3 3THX UMKNOE DonMHE GHTE MIMEREHE BC8 NPOUBCCHRE NEPAMETDE QNA A0KA3ATENb-
CTE3 TOMD, 4TO OHW HEX00ATCA B NPedenad cneuddHGMpoBaHHIE SONyCeRoe. B NpoMesyTHEY MexDy aTHMH GUENaMH
AONYCHAATCA ERINONSSHAE RHEX UMKNOB CTEDHNWIALNA, 33 WCKNDHEHUEM TOMD, KOTGPSIA UCCNBAYEToR.

C%9d44 B cocTER ATTELTALMA BECANYATApyeroTe S0Py OOBIHEA QON#HE BXOIUTE, HEE MEHAMYM, CNEgyH LW Wde
HEMBITAHHAS

- MpoBESpEA NpodMNER TEMNEPATYDE W O2ENSHKWA;

- MpoBEEREd YOaNeHW A 803058 W NPOHALAHWA CTEQHNAHTA B MCARITYEMOM NP OYECCE, HENPEM D, C NOM O b N0OX0-
ARAWWE YETPOHCTE MOAKTEHWA NPOUSCCd C0 CNeyWfMUARD8 aHHE M BHOWKATOPAMKW B £A4BCTES YA0TH HEFPYIKA,

- MHKPOBMONOrM4ECKME WCNEITAHNA,

- MpoBSQEA CYLIKM;

- npoBEpka gecopduuK.

AT HCNETEHWA MOTYT S6iTh BRENONHEHE . N0 BOSMOKROCTR, 8 KOMORHELWAR APy C ODYIOM 40 A CORpaw) asMR obSuyera
BREMEHH, SHOHOMAM PECYPOOE M YMEMBWEHHA HATPYILH HA DKDYHE DLV CReny.

L8945 MukpoBeonordtecsne UCNsITAHHA B X008 BTTECTAYMK IKCNNYATHRYeMoro olopyaosaxuR

Cwm. npenoxense B Mpunosesue & RENABTCH BOIMOKMHOA ANETEDHATHEO0R ANA NPOM B TEHHO TG NDAMEHEH M.

L8948 MonsiTadna gecopdunK B x008 3TTSCTAUMK 3ECNNyaTreyamaro clopyaosasnes

Ecnu B X048 HOPMENsHOA SECNNYATAUMA BCTPRHAKTCR CHNEHD OTNHYAHWASCA SATEYIEM, B3T0 HE NEAKTMEE MOBET
NEMESCTH K 3ATOYAHEHHAM B GUEHKEe OCTATONHEE YpOaHER QOPMENeLErHGa B kamaoR aarpyske. O0ud M3 BOIMOHHBIX
METCA0R OUEHKN 38NKYESTER B CNE0Y LWL EM_

4] ONpPESENWTE 3ATRYINY oMYALWETD CRYHAAs B OTHOWEHWE aecopbyuM.

He s BLTHEHGCTE JEcepEUMA BNEAKRT TN MATEDHWANGE NDGOYLTE, TANE YNAKOBONYH X METEDRANOR, HACND CNo-
BB YNAKOBOYHOS MATSPHANE;

) BxoipaTts yoTPOWCTED GNA QNPedEnNSHHWA OCTATOMHOMD YROEHSR, NPOEE0HTE W yOBOWTECR, “To 8I0 YOERH ABEIULHE
XAPAKTEPUCTHEN NO MEHBILER MEDE TAK e BERICOXM, KBK ¥ ZACPYIM axydWers cnysans (oM. Takse T.8).

ATo MoMEeT GeTs BRNONHEAD £6X NYTEM WENONEI0BEHME HMSH LWECA AAHHE MR ORMELMKA, TAK @ ERINONHEHWA M
COESHHTENbHEIX WCNBITAHNAR.

B kEHSCTES YCTROACTER JNA GNPedensHHA OCTATOMHOID YROBHA MOMAT UCNONE30EATECA CAMO MaHLMHCKDE RI0e-
nue.

CnenyeT yYHTHESTE NEAEMNE ABGTEl C XAMAEYSCHEMN BRILBSTAEMU H HOMEKETORPAM M, MCNONE3YE ME MW NQW BE30E-
GoTHE NPOUSCCA CTERMNWIELMA, U NDEEBANA WX YTHNRIBLHM.

C.9.5 DoKyMEHTEPOBAHWE M yTEEDHISHHE BANADALEHK

C.951 OTusToaanUAS0WN CYMMHpYET PE3YNETETR BC8X 8k NONHesH X STTECTALMA (10, OO, FQ). BoTuer axogaT
BHANW3 PE3YNETATOS W NONYHEHHRIS QOEAIATENLCTEE X NPREMNEMGCTR.
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C.A.52 OTeeT AonsEeH NOSTESPELATS N0 MEHELIEGA MERE CNEdyHLEs

- CTEpMNAZETOP. NPESHAZHEYEHHEIA ONA SYTAHHGMD NEOM3E0ACTES, MOBHTHROEUHWDPOEAH, CMOSTHAROB AR M NGOKRH-
YEH K MMTAKIWKWM CPEQ3M B COOTEETCTEMN €O CNeUund MEALHAME, 8r0 CREGCTES HIMBPEHHA 0TLaN#EpOBEH L. OH WCMH TEH, i
oBECNEYMMBEET BelNGAHEHHWE ONEEOSNEHHON0 NPOUSCEA CTEQMNAZALMH HEPAOY ¢ YOEMNAHUEM CTEPHIAHTE 00 SHAUSHWR
HUHe TpelyemMoro oCTaTOMHOMD YPOEHA NOCNE CTERMNHEIALMN;

- pRA NPOOYETOR, KoHGErypau e 3arpyack, sarpyacydoe copygoaaH e, koTopee SyoyT MCNONES0BATECA B By THH-
HOM NEpORIBE00CTaE, 3 TAKEES YNAHOEOYHE S MATEDWENE W cnocofk YNEKOSEY ONpegeneHE: W ADEYMEHTHPOE 845l QRA COOT-
BETCTEYHIUWY NOOYECCO8 CTEQHNEIELMN;

- ONpegenssHe a8 YonoEMA CTERMNA3aURY GaiNn J0CTEMAYTR B NPOOYETE @AW 8 KCHTRONEHOA SEIQYI0E;

- NBpaMaTib NPOUSCod CTEPUNM3a UMM {EKNGOYEA WX JCNYCHH ) W NApAMETR, YNPAENAKWHE NOO3YSA CTE PUNAHTA B
X008 BRNONHEHWA NHOYSCCA, oNDedSNeHe B QOKYMEHTHOOBEHE. W STY NADAMETRH OGeCNeMBIHT MUHUMENE HY W MHED0-
AOUNEHYH 3MEkTHEHOCTE ANA NPCAYETE NPY ONpedeneHHelx YeNOoBHAY CTEDRIMIBL .

C.H8.53 Kpome 3Toro, oTHeT Qonsed COOSEMATE CAaOyWwMe TReB0EaHUA (WNM CoORNATECA HA HME )

- MEDONQDWATAA, cBRCTEYHEBAKLHE I3NHCE DEIYNETATOR DYTHHHOMD MOHETORMHIE W KORTROMNEHE X NAD3MATDOE
Npouecca;

- KOMTERHE NPHREMNSMOCTE NADAMETROR (BERNSAR QONYERM ). K0TODRIE CNEZYaT ACNoNeI0BETE NPR NPHHATHA pewWw a-
HWR O BRNYCKE NPOOYHTA;

- PY¥TUHHEE NPOESPEW G NEAMEHEHMEM P HINHECKUE, XHMIMECKAX ANk SHonorntecins MHLUkaTopoa. nubc npoue-
OyDE. NOANE=EUME BENSAHEHWE C U8NbE YETAHOBNEHAA NOCTOAHHOA BOCNPOHIEOAMMOCTH NPOLECca CTEDMANIA LM,

- KEDMTEQMA NCETODHOMN BRNONHEHHA aTTecTagnd (10, OO0, PO) AN Wx HECTER (DEATTECTAL MM |-

C.8.54 OreeToBENMABLHA AoNEed OsiTh NOANACAH NHLOM/EMH, OTEETCTEEHHEIM (M) 33 BRINCNHEHHE NPTUEIYDE
BEANKIIUAM W NPE0OCTAENEHAE OTHETHOCTH, 8 TEHEES NALOM, 302U CTRE0BAHHEIM B CHOTEME KOHTROMA KEHMSCTEA OT WaraTo-
BUTEMA NDOOYETE WK BONEHELE W YIONHCMONEHHEIM YTESDHOATE NOAOBHE R OTHET.

CAD Tekywrd MOHHTORHEHT W HOHTPOM b

Teryuysi MOHMTOPUHE W EOHTPONE HAZKOTEMNERATYRHOMD NAR0GMOREMANs0ETHOHONO NPOLSCCa CTE DRNHIAL AW DOHO-
BAH B NEpay OHEpeSb HE MIMEPBHAAY BPEMEHE, TEMNERATYRE, ABENEHHA W YCOOBKWA NOGE4YM CTEpMNRHTA. EH 14180
ofecnednEaET A0eBEaATHYH AHEIPMALM OTHOCHTENEHD MUHRMANEHOTD MOHMTOPMHTE W CACTEM KOHTRONA HWIROTEMAE -
paTyPHEI X NEPOMODMANEAETMAHR X CTERUNHEATOR0E. ECNW He BCe KPHTHYECHRAR 4NA CTERHNAZALHA NAREMET Pkl NPOUSCca
woryT BeTe BOEKEATHO NPOKCHTPONWPOBAHE, MOMET CKAETECA HeoDXOLMMON NOGARPEES 3THN “IMEDEHUA 33 CHET
HCNONEICEIHAN DHONOTHYECHNY MW AEMUSECKHE MEOMEBTOPOE.

Mpoyedypel TEOYLLEMND MOHWTOPHHIE W KDHTPONA HEoBroGeM b QNA NNy EHER YESPEHHOCTH B TOM, HTO NPOUBCE Hele
napaMeTpE UAKNE CTERUNA3EUEK HAXOQATCA ENPeAENax. CNELMEHYHPOBEHHEE HITOTOEMTENEM U NPOEE PEHHEE B0 BDE-
WA BTTECTA UM JLCnnyaTHRYeMoro obopyaoeaHun (PO 3TH npouegype A0NsHE BENOYAETE B cebR noneTasuR 4 npoaep-
EM {HENDUMER, TPOBEDKE HA YTENKY ), 2 TEHHE NEPHOOHUH0CTS BHNONHEHWA 3THE MCNLITAHRA @ npogepok. JonsHa BuTe
OOHE3EHE NPHEroOHOCTE BOEX BCNONLAYEME R YOTROACTE MCNEITAHWA NPOUSCCA W YEAREHE MECTE WX PEIMEL EHHA.

C.11 Beinyck NPpoOyHTE NOCNE CTEPHNMIALWK

C.11.1 Odwan MupopMauna

HecnocobsooTe OSECNeYMTE COOTEETSTEHE NDOUBCCE B0 CNEYMEMEILAY UNA REYOEYARE DE3YNETAT NPoUBCCE,
NOKAIEHHbi@ NG GACNOIMHBCKUM BNH CEMHHECEM M MHOWEETODOM, A0NMHE NEHE00ETE £ N0 MELYEHHED CTERANUIZUNOH -
HOH I3FPYEKK B HARAHTHH W DACCNELCES HRH NPMHMH HEYOEHHEM BRI NGNHEHME NpoUecca. Paccnenoaanie QonHc BriTe
OOKYMEHTUPOBEHO.

FeB0Ta C TELMM NPOAYRTOM OOMKHE COOTEETCTEORBAT NpODWeOypaM oBpaillesdR C HECOOTBETCTEYHI UMM TIpD 0y H-
Tom. MpMHATOR pEWEHWE O DENBHEAWSA DADOTE C NPOAYETOM O0NHHG ShiTe JOKYMEHTHROEAHO.

HOonwrs BeiTe B HENRYYH AHEOPMALKA O NPUrOLHOSTY NPOOYHTE H 870 ¥YNAE0E KM K NOBTOPHOA CTEDWNMIa UMM, 3 TEH-
HE O BMNRAHMW NOBTORHSIX CTERANM3AUMA HE DYHHYWOHANEHOCT NECOYETE (oM. EH 17864 ). Ecnud npogyveT cTED@ANIyaToR
NOETORHO M3-33 TOND, 4TO SKCNOIALWA B NEPEOHAYANEHOM NDOYSCoe CTEPWNWIAUMK Brina BHe NPedenoE, OroB0nE HH R X
crneurPHEBELHER, TO 3ANWEH NBPECHANANEHOMD NPOUACEA CTERMNEIALMH DONKHEl BRTe BENOYEHE B CTE PHNH33 UHOHHBIR
dadn, Nuic 8 HeM DonkHE ObiTe COSMAHL COLINEW HA 3TW 3BMNHCH.

C.11.2 Boinyck NPpOSYKTE ¢ NPHMEHSHHEM BHOMOTHYECHRE HHOWKBTOPOB

EcnW One BeNyCka NpoAykTa AonNMHE HsiTe MCNONE30BEHE GHCNOrMYeckve WHOWKATORE . GNA QeMOHCTPAURW
IR KTHEHOCTH NPOUECCE CTEPMNMIAUM CNeYeT PACCMATEWEA T SANHCH MW IKHR CRAL NAPAMETRDB NPOGUECCE W PR3y -
TATel BCNHETEHMA HHIWKATORA. Kaxk cneqoTeqne, NpedykT NoanesdT SHNYoLY TONLKED B TOM CRy43e, @cnd BHONOTHYECKHE
AHOMKATOPS HE NOKE3ANKW HALEEOID BOCTE. Pys0800CTEO NG KENONE3083H M3 SE0nNorM+eCid s HONKATCPOB U RHT2pNpeTa-
GWH pEIYNETATOR NpeEsaese 8 EH MCO 14161,

C11.3 NapaMeTprHYuecHii BRINYCH

[MapaMeTpHYECEMA BeINYCE — 3TO JEKNBRHEOEAHHE 3ABKEATHOCTA CTERMMHIALRN NPOLYRTA, OCHOBEHHOS TONEKD
HA NEAMBIX #3IMEREHUAY 4 0WeHEe P H3HHECEME NAPSMETOOE BHYTOM KAMEDR i CTERMNHIALMORHON 38rpyake. TapaMeToH-
YEOEMA BeINYCK DECCMBTPHEESTLR KAK 00WH M3 RCNEKTOR NPOUBCCE CTEDMINMIALMY, KOTOPEIR MOoXeT GhITe NONHOCTE
XEPAKTERN3CESH.
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BOasMOMHICTE MGNONs30B3HAA NERa METPHYECHOID BENYCEA QUMNHHA BEiTe N POOBMOHITOMPOBAHE B X008 FIEEFIEEIZIT-
Kl W EANAOA UMW NDOUSCCE CTEDUNHIELMA. Ona B0IMOKHOCTH MCNON B308aHWR NapgaMeTRMUSCKoro aenyCcka ECe NApamMeT-
PE NPpOUBCCE DONH¥HE fiTh HOe HTHEOMUMPOBanb, 8 WX 3HAYEHAA QONKHE GEiTe WIRECTHE HBPHHETFIH HECKHR BRiNYCK
aon=eHnNoqoep=uBEaTECA BoNel v ONeiTOM HENone30B3HW#A NpOESCCE CTEPAMAIZUNA. B OTHOWEHWH HHIKOTEMIE paETYp-
HOW mapsfopeaneLersaH ol CTEOMMHIAUAY =8 WEONEs BaXHEM TFI-EﬁI}E'EI HHE2K K MNapasaTDEyYe croMy SeiNyCEyY SENAKTCA
NONHDE NCHAMAEHWE ¥ KOHTEONE KE0HUEHTPAUME ENYyCLaEMol B KAMEDY CMECH NApa W ¢IDI!IM ansnervna

Ecnu umen CTEQHUNHZELRHA, paboTastuy@n B peigenax cne i ApEUM POBAHEBIE GONYCKOE, NDOOeMOHCTRURORAN CEOH
Elq:ll'.tl BETHEHICT: W BOCNPOMIBOARM T BO BPEMA B=INONHEH AR ATTELTAUMA IKCANYATALAM # 3KCNNY3THSYEMOro I:I'EEIFI yao-
BAHWA, NOATESDAGEHME TOTD, 4TO BCE KPATHYMECEMS NADAMETRE HAXOGOWNKCE B CABUAP WM POBAHHLIZ NPEABN3X . PACCMAT-
PHEEETCR K2K JOKAJATENSCTED HAOeHKHOCOTH LHENS.

C.12 NoggepwadHde adpekTHBHOCTH NPOLaCcCa

CAZ2.1 HoHTpoNs WIMBHEHHA

CHOTEMY ROHTRONA AIMEHEHUA CMegyaT UCNONE2088Te ANA YCTAHOBNEHKA HEOBX 00 MMOCTH NOETORHON STTECTEL WA
SHCANYATAUMA WAKW BTTECTAUMM SHCNNYATHRyYEMOre oBoDyd08aHWE. WK NOBTODEHWA WX SECTEA. ATTECTALMA PEHKOMERH-
AYETCA, B8CNK CTEDMNUIAUACHHOE oBOpYO0BEHME NOOEERINSGE CYLYECTEEHHLIM WIMBHEHWAM (SNDADATHEIM HIH [po-
rpaMsHEbBR ), MW 200U B NB0USCE. B NPOAYKT MK B YN2K0AKY BHNW BHECEHL A3MEHEHUA, CNocobHbIe NoBNWATE HA ad e k-
THEHOCTE CTEQHNHEZAYUN. HHEE NDWESOEHE NPAME DB M3MeHeHHA [He 0BASATENEHD BCROXBATHBAH WHE}, KOTOPEE MOrYT
naTpeBoRaTe BEINGNHEHWA BTTECTAUSM JRENNYETUPYSMOra 0G0pYEOBEaHEA {PO), BCNW OTCYTCTE YT AAHHEE, BEMOHCTPR-
PYHLWWE DAEHOIHENHOETE O0 W NOCNE TAKHY WIMEHEHHA

- Donycsm NPoAYKTA: MAMSHEHHA B MATEDEENEN NPOOYETE, MY COCTERS UMK TONWAHE, WaMeHed de cnocobos chopsan
NEGOYETE, HAMEHEHMA KOHCTRYELRM MMM DECHETHEIX JONYCKOR, KOTOPBIE MOMYT OK333Te BNEAHWE Ha 3 eRTHEHOCTE NPO-
UECCE CTEPMNHAAUHE. ECNH B NPOUBCoS BoNONEIYETCR YCTPOWCTED HOHTRONA NPOYWELCA, 80 NEATSAHSCTE K MCNON 308 8-
HHH) C MAMEHEHHEM MPOOYVETOM TREHE ROANSEWT NPOBSpKE .

- KOoHOTRYEUHMADPOOYKTA: 3HAMUTENbHEE WAMEHEHHA B KORCTPYEL WK NPOAYETE, BENKYEA COCTAE METADMAN0E, KOTO-
prig cnocofHe DKEZATE BAHAHME %3 3@ MERTHEHOCTE NPOUECCE CTERHNBEELHM.

- ¥MAKOEKA WIMEHEHMA B KOHCTRPYEU MW YNAK0BKEM, KOTODBE MOMYT OK33ATE CYWEBCTESHHOE BNMAHWE HE CBORCTES
YNAKOBEEH @ A0CTWHEHHE YCNOBHA CTEDUNMIA LY.

- OBOopYIOEAHME: MAMEHEHUA, KOTOPLIS MOTYT OK333TE ENUARKE HE CNOCOBHOCTE MOGREPRUMEATE CNELHEHLYUPpO-
B3HHLIE NBPEMSTEE NPOUECCE, WM WIMEHEHEA CTEPWNMAYIILWETS BFEHTA @IMNA ero NPpegcTaBneHke.

- Mpousce: M3MSHEH WA B NPOUBCES KOTORE B MOMYT CYLLSCTEEHHD WAMESW T CAOCOS, KOTOPRM ADCTUTEHI TER H KO-
TRPRAHDYHTCA NAPAMETOR NPOUECCS [HANPWMERD, W3MEHEHHA B NPOTPAMMHOM 0BECNEedSHHRY CHCTEME: YNPABNEHER Npo-
UECCOmM ).

- 3arpyzHa NpOSYKTA! WAMEHEHHA 8 NPEJEADHTENEHD BANMOMDOEAHH B 3ATDYI04 HBIX KOHDWIYRELMAN, KOTOPHE
MOTYT NOENMATE HE NPOHHEEHAE CTEQUNAHTA B 33rPYy3HyY (HANEHMEE, YBENAYEHAS MAKEMMANBHOM JArPY3Hd |

C.12.2 PeatTecTauns

G122 OnAasewkTel 0T HEVHTEHHEIX MAW HENPEIHAMEDEHHEIX AAMEHBHWA CNEOVET yOENUTe BHAMAHHE NEDUOGH-
WECHOMY MOETODEHAH BCex YACTed aTTeCTAUMA YOTAHOBNSHHCrD ofopyOOBEHWA, IHCONYETALSM, IKCANYATHDYEMOrD
obopyooaaHna. FIHTEQDEAN MEXAY NEPHO0EMY NDETORHOR BTTECTALMK Aon#eH B Te ONpegenes, ACENGAR I NPHPOOE: CTE-
PHRHIBLHOHHSIO NPoYeced @ 0B LeME QOoKYMEHTHPOBAHERIX AA#HE X NpoUaccs. MHTEpPEAN MOXET MEHATELE C YYETOM
METOPMMECKNE SAHHES, JEMOHCTDWDYH WM K ECCNEOWEEGAMMOCTRE NPOUECCA M CODTEETCTEME NEQAMETPOE NPOUECCE YCTE-
HOBNSHHBIM CResuPuEaIuAam. Pl esue 0 BRNONHEHMA PEATTECTAUMK MOXET ObiTh NDWEAIGHHBIM KO BREEMEHA UNA K
cofsiTeAm. B obuen cnywae ona yupexieH4Al I0pER00XDEHEHUA CHETRSTCA SOSKEATHEM HHTEDBAN B O0WH 1o,

C.12.2.2 Ofwyso peaTTecTaUMA QONKHA BEINENHATECA C HAREON2E 3aTPYIHATENE HOM ONA CTERMNAZAYHA S0 H K-
rypauren 3arpyikd, oNpesenesHol B CooTRSTCTEMA ¢ 941 4. OoHago, ecnd peatrecTadns clHApYRUBIET JAMETHRE
OTENOHEHMA OT PE3YNETATOE NEEARAYIEA ATTECTAUMM SECNNYATAPYEMOTo 0800 Y GOBEAH WA, MOKET NOHSL 00K TRCA BRENON-
HEHME ATTECTAUWMY BRCANYATURPYEMOre 0B0pyI0BEAHEA ONA BCceX LOHPHTYPAUNAR 3BMPYIHA.

C.12.2.3 FeaynaTaTel NpeSsiQvilME BANWIALRA A pPEaTTECTAUMR JO0NHxHE S6iTe yHTEHEI NEH YCTEHOBNEH ME NPOTO-
HOnA peETTecTaysr. B ofuen cryvase caMs UHKN PeaTTEecTAUMY NPM3HESTCR QO0CTATOMHEIM .

C.12.24 JaHHme peaTTECTEYMH ADNEHE SbiTe CPABHEHS C3ANWCAMA TEPEMYHOA BANKWGAUN (M bz nocneayo-
LMK PEETTECTALHA ) ANA NDOTEE X ASH®A COXPIHEH WA Ha4aNsHE % pEBDYMK KapakTeprcTha. Takoe cpaaHer ne ohneryaeT-
CA WCNONB3CEAHWE M 8MHAI0 BOPMATE OTYETOE O BANUOEUMA W DEATTECTA WM.
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Npunosadwe O
(CRpagoYHoe)

YueT acnekToR 3aUMTLI OKPYHAKWeN cpeikl NPW pazpaboTie, BANMAALMH K PYTHHHOM KOHTpONe
NPOLeCCon HMIKOTeMNapaTypHOR NApodoPManLAernaHOW CTEPHNMIALIMAN

0.1 D6wan MHpopMayHa
ACNEETH IBUATH DEPYHXAK LR CPEIL, YURTHEAE M8 HRCTORWEM CTEHABDTOM. NPMEEOeHE B Tabnuue D1,

0.2 PopManbgerdn [KpaThos DNHCAHWE]

PopMENEOSrHE — BECUBBTHRA TOXCHMHEA TES, XOPOWS DACTEORWMEIRA B BGOE, B NPOLawy NOCTYNART B SBWOE
35 4-HOro pACTECEE, HEALBAK WEToeA HopManHoM

PacTEcp hopMBERUHE NREGCTABNAST calok NPOspaqHy GECUBR THYH HHOKOCTs,  # Iyl s #8 Bayc M ofinanasougy=n
CHNbHERM PAZOPEHE0WWM 33N3E0M, BOILEACTEYRWHM HA cnasicTale ofonosrn.

FecTEGpE @OpMANELETAASE, KPOME NEOMBILNEHHOMD NPEMEHEHHA, HONONLIYIOTEA E MEQHWHHCEHY YYPEKOEH A K
AN# CTEQMNWIBLHA, B NATCNOM0-8HATOMUSECHMY, XADYPIMHECEWE M NETONOTHHE. KM OTABNSHUAX, 3 DIRRESNEHHE X GNYya-
A B OTOENEHHRE ASDMATONOMY @ PRIHOTEPANMH.

ToT@akT, 4To GopPMANELETAL OHSHE XOPOWIC PACTECHAM B 200S, NOSEONAST PEZECANTE B8N0 8 HYHER XL KOHUEHTPELH-
A ONA WMERROBOUMOHEIX PACTEOROE © Uene obpazosasih 2 peTHEHOND CTEPMNARTE, & TEKES PECTEODATE BF0 OCTETHA B
MPOLECCHOR BOOE NSPE YTUITMEALEA 10 KOHYSHTEEGWA, CHHTAKIWHACR HEHME He S BDE 0 HlME ANA GRAYHEH LE R Cpeas.

0.3 BoigeWcTEMe HOPMANBIETHAE HE OKDYHAE KLY Cpegy

DopMENLOSTHE NPEACTEENAET COoB0N COHOBHY HAMPYIKY HA DKPYHEHWYD CREOY. BRIZBAHHYID QEACTEAAMN, ONK-
CRHH&IMH 8 HECTORUWEM CTEHARPTE. X0TA QOPMENBLEMAL W ABNABTLA HECTAGWNEHEIM XAMUWHECEAM COBLUHEHHEM W HE
HAKANMNWEABTCA 8 4HENOBRYECKOM OPTEHMEIME UMK E NOUPOSE, JonN¥HEE OeTe DACCMOTREHE MEDE NEEOOCTOPCKHOCTH,
MEHAMHEIADYH LWE 870 BOIGEACTEME NOCNE CPATEOEREMEHHEIX NN GNWTEMbHRS BHCNTIRLHA

DopMBENEOSTME BCTECTEEHHEM 00paIcM NPUCYTCTAYET B DONBWHHCTES WHEBEX OPFAHUIMOB W RENAETCA HAIHEHHD
BAMHOM 4ACTEED 3kanorwn. B npomelunedH e e macwradax QopMansderyn WWpoks MCnoNe3yeTeR 8 DAINMYHE X METEDH-
anax. On NpoMIBCOMTCA W3 METEHONE W ANA OHPYHaSWER cpelu ABNRETCA NOOOEMWUHMCA BHONOTHEYECHOMY Pa3NOKE-
HUH BELWSCTEOM B COOTESTOTEHM OO CReAyHLlped uenoq=o@ jopiyn:

CH, OH (metanon} — HCHO (dopumansgerna) — HOOOH (mypaebsHas kwcnova) — GO, — H, O, (neyosuce
Yyrnepoaa + eoga).

FacTEopE ROPMANBIETHLE HABSCTHL 8K TOXCHYHEIE, DRISPEHAKDLIAE W annepresdHue. MpegnonaraeTca, 470
OHMW TEHE ABNADTOR KAHUSROrEHAMW ONA YENOBSKE NEW ONUTENEHEDR 3HCM0IMLHAK.

HuaxEMe YPoBHM MOHUEHTREUMR B BECIOYRS, QOCTATOMHEE A chsapyseHun Bgsixeemoro hopMans0ernas, ofinit-
HO OrPAHNHYHBERT BOAMOKHOCTE HE0COIHAHHOTD BOAGEACTENA DNAcHEIX HOHLEHT PALMA.

Npusiep —

- 0,08 Ma/M? oy EeMmeR No 38Maxy,;

- 0,012 main® oW FULESMcA N0 Pa30paweHum 2Nas,

- 0,6 Ma/M? 8 HEKDMOpPEX CMPaHax cYumasmea paboyum npedenos AN MoaHos0 pabovezo dHA (m. e,
MARCUMEMEHD dOMPCMUMOD KOHLBHM BaLWed);

- om 0,06 do 0,15 Me/v® Mowem paidpawsms cAUSUCMYyR HOCA,

- 1.2 waiu? @ HEKOMOPBIX CATPSHAX CHUMAEMER MAKCUMANbHEIM YpoaHer dnr 15 Mus aeadelcmaun;

- 4.8 maiu? ofbivHo GEIZLIGAENT CABI0MEYEHLE,

HAUMDHEANEHEE HOPMETHER MOTYT CNEUWPHYUPOEATE NPEOSNEl BOZAYIWHEIX EOHYEHTPALWA (pOpMENsQeriaa,
BOZARACTAYRILLME HE HENO38EE.

D4 Npoune HEMPYZIEM HE OEQPYHAKWYH cpeay

B 4Meno Nposdy BEXHSELLME SarpyIok 3 OHDYHADLYD CPELY, BHIESHHBIX LAACTARAMN, ONUCAHHEIMKW B HACTORA-
W ek CTAHSAQTE, BAOOAT (HO MOIYT HE OTPEHHYHMBATECH CXE3AHHEM |

- WENOMNL3IDEEHHE M YTHNWZEUMA GRYrax CMMHKBTOE, HANEWMEp, ONA ONpejeneHia OCTATLOoS,

- WMCMONEIDEEHWS W YTHNHIELWA YNEL0B04 HelX MATEEHANOE]

- WCTONBEIDBEHWE W YTUNAZE QA SUONOTMYMECEME W XMAYSCKHEY WHIUKATOPDR, & TAKHKE

- WCNOMNEIDEEHHE WHBIX DECYDOOE. HANDWMED, 3NEKTPOSHERTHK, BOO W Np..

- HPEIMEQHOS MCNONLIOBEHKE PECYDCOR, BRIBAHHOE NNOXUM NNasUpoOBaHREM BaNASaune.

MpaainsHoe NNEHAPOEAHAE JEACTEAR, YyNOMAHYTLIE B HACTOALYEM CTAHOBPTE. MAHMMAZHPYST HETPYIKA HE OEpy-
HAKW YD CRegY.
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Tatnewua 01— hcnestsl OHDYHEH L ER CpeaH, 3aTRpAarEasMbe DAa3SenaMy HACTOALWETD CTAaHgapra

ACNAKTE DKPYRIOWER SpEnE
[DEGOE W BEEEGE |

HMasEHHEA gHEn MPOOYETd

MpowasogcTea w
PRAMHOME RS,
Cragua A

PacnpocrpasEHie
[BRNHEER YNHEDBEY]
Cramun B

Menansiosamme,
Crague

KoHey suanesHorng
LKA

Cragen D

.:'EJ,'.'I,EH HELTO AL £

Pasgen nacroswero

Pajpen nacranwgers

Pasgen nacToswero

CTAHAaaTAE OV N O EET S CTAHJApTa CTaHOERETE
HMcnone30BaHWe pecypoos Beepanue BaeneHue 1
5.5 a 5.5
C.od4 L= |
C.o4.4 C.a44
Morpefinedse avepris BaeneHue Bzenexue 2
b8 5.3
C.0.3.4 - C.0.3.4
C.o4.4 C.o4.4
BeiGpocel 8 BO3OYVE BeeasHue BaenaHue
51 5.1
b.a 9.3
b.ad.3 —_ b.3.3 —
.6 E.G
b.3.1 u.a3.d
1" R I ] 0.3.3
BuBpocs B BOOY BregeHue Boepeuue -
| a1
5.8 5.5
B.5 BB
H.3.1 — B3t
H.3.3 0.3.3
Hdl2 ba4.22
C.o34 C.a34
C.4.4 Ca44
Orroow BeessHue BeeneHue —
= 5.1
= 9.3
5.3 E.3
B.4 zo B.4
B.H b.6
B3t 031
B33 b33
a4.1.8 b4 1B
0422 422
Ly Mml — — = —
WWTpaLWA ONECHE & BRWECTE BreseHue Baenaue -
4.3.3 433
= | a1
5.2 0.
= 5.5
b.3.3 b33
e f.a
B.3 e B.3
B4 B.4
.6 E.6
B.2.23 L2.xh
B b3t
ad.22 a2z
B3 043
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DroHusHYE Mabnuaes 0.1

rocT P MCO 25424—2013

ACNERTE ORpEAEOULEH Clen
H-EL L ERE S L L ]

ERAHEH AR UARD NP yRT

MpowipencTEn W
[ M HOE S HNE
Cragun i

PacnpocTpaRERHE
(BENEHAR ¥y ).
Cragna B

Henoneaosanme.
Cragun C

HoHeu KHIHBEREITD
[FTLTT
Cragua D

Pasgen sactoswsro

Paagen HacTaswera

Pazgen nacromwero

PAasaen HACTAALW &0

CTaAHgEpTA ETAHIARTA CTaHLAETS CTAHAADTA
BoznedcTane Ha noqBy 55 5.5
d.6 4.6
.51 == 4.5.1
9.3.3 %.3.3
g9.4.2.2 G.4.2.2
Fuck ona okpy#asuwen cpegw o BeegeHua BeepaHme
ABARHA W HENPEBWABHOMD WCNONE- 4.53.3 4.5.3
30BAHHA 51 51
52 5.2
3.5 3.5
8.1 g.1
G.2.4 - 6.2.4 -
6.35.3 6.5.3
r.B .8
4.6 d.b
G223 9223
9.5 9.5
CH9.54 Ca54

HoMMseHTap@i

CTEThA, YNOMARYTEHE 8 KoROHKE «CTAnWA As, HeWiBewHo Gy0yT yNOMAHYTE TAKHE @ B KONOHES aCTafue Cu
NOCKONERY HBCTOAW AR CTERAADT TRehyeT ERNONHE HWA NPOUEAYP WENEITAHEA HA NROTAMEHHR CHEM X CTAAMA BHIHEHHO D

YHENa Npogy«Ta
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MNpenoweH s OA
{CpasoYHoe)

CeageHRA O COOTEETCTEMH CCLIMOYHLIX @BPONEACKMX PerioHANBHLIN
CTAHOAPTOR HAUMOHANLHLIM cCTanaapTam Pococuiackon Qegepaumm

Tabnwua A1

ORaIHAYEHME OO RMHOIT

SEPONEMCKONg

PErdOHANRHOM STAHgAPTE

Crenare
COAaTasTCTAME

DECIAYBEHAE i HIHMEHSHAHAE CODT BETETRYDW SN HSUAOHANEHOrT CTANAA0TH

EH 14180:2003 107 FMACT EM 14180— 2011 «CrepenuiaTopsl MEfMURHCEME. H3E0Te MO Epa-
TYPHEIE NAPOERIE @ POPMENEIETMAHRE CTRDUNHIRTORE. TReBoBAHUA W H-
METEH#AR

EH MCO 111381 107 FaCT 150 11138-1—2011 «CTepunHzauMR MEOHURECHSA TRoayrLH@
BHOAOTHHECKHE MHOWKETOPE. YacTs 1. Ofune nonosaH Ae

EH MCO 11138-5:2006 — -

EH HCO 14140 107 MACT 15332 11140—2011 «CTepanrzauun MEIHGWHCEOR NpoaykLWE. Xn-
MWMECHHE NHAWKETODE s (4E0TH, OTHOCALWWECA & NPEgMETY CTAHGAPTA)

EH MCO 11737-1:2006 107 FACT 153 11¥37-1—2012 «CTepunmiay+a MESUUMHCEMY Hagen«d. Mak-
pofuonoreeckie MeToak. HacTe 1. QUEsKE NONYNALAY MHEPOCRrasHaMOE
HE NPpoOyCUsEEs

EH WCO 11737-2:19%8 1o FOCT IS0 11737-2—2011 «CTepdnMaa usa MEeSLUURHERMY Hagen«a. Mik-
FOBHOROTWHECKHE METOO. YacTe 2. MCABTanni HE CTEPUNSHOCTS, NPOBOIN-
MEE NPH BANKIALEM TPOUSCCa CTEDWNAZELHAE

ER MWCO 134852003 10T M3ACT 153 13485—2011 «Magenns MEQUUEHCEME. CHCTEME MEHEDHMEH-

TA Ka4aelTas. ':FIEL'iDﬁ BHHA ONA DEryNADYH WL WS LENSAs

H ED-DTB:ETGTB}'H:II.LI_HQ HEUHOHAENBHEW CTAHOAPT OTCYTCTEYAT. o erc NpWHATHA DREOMEHOQYETCR MCNONe3ICEATH

nepeaad =8 PYCCHMA ASLIK GaHHOND MEHOYHApoOxsOra CTEHIBRTA. r|E'F-E'=E-El£I, ABHHIM MEeHdyHaPOAHGND CTAH4AaPTa Ha-
E00WTCR B PeJepanNeHEM BHPOPMAUHOHHOM DOoHOE TEXHAHSCKHE PETMAMEHTORE H CTAXAA0TOA.

n PHMEYEH®E— B HacToAwer Tabniue UoNoNs30BaHG Cneaynilles YyCNoEHOS OB0ZHAUSHEE CTENRHE QO

OTESTCTEWA CTAHAELTOR:
- 10T — WEeHTHYHEE CTAHGERTEI

a0
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12l

2

1=

(E]

17l

]

]

(10]

11}

2]

(13]

EH H36-1

EM 556-1

EH B&¥F-5

EN B&T-5

EH BEE
[BCE HACTH)

EMN BB6E {all parts)
EH MCO 105631

EN 150 10583-1
EH MCO 1050317
EN IS0 10893147
EH MCO 11607
[Bce yacTh)

EM 150 11607

{all parts)

EH MCO 14181

ENW IS0 14161

EH MCO 149572000

EM 150 148372000

EH MCO 15463
[BCE HECTH)

EN IS0 15883
[all parts)
EH MCO 17664

EN 150 17664

EH &1010-2-040

EX &1010-2-040

EH MCO 9000:2005
EM 50 9000:2005
EH MCO 10012
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BrEnuarpadiva

CTEpUNMZAURA MEIRYHHCEWS B30endi. TpeboBaHMA K MEOWUAHCREM M3ARTTHAM KATETOPHE
wCTepuhbsEas. HE0Te 1. TpeBoBaHWA K CTEPANMIBLHN YNEROBAHHEIY MESHLHHCKERY Hala-
nHA

Stenlization of medical devices — Reguirements for medical devices 1o be designated
“STERILEs — Fart 1: Reguirements for tarminaliy sterilized medical devices

CHCTEMBl HESWONOrMHECEME ONRA MCNONEIOBAHKA B CTepundIaTopax. Hacts 5 Texsmwec-
KeE YCNOEMA 8 WHAMKTORHEIE CHCTEME W YOTPORCTES ANRA BEESJEHMUA NPOBOEANMOHHOR
CHTYAL M P ONDE0ENEHEW SECNNYATALWOHHRIX X8PAKTEDUCTHE MaNorabapWTHel X CTEDH-
nuzatopoB THNE B u 5

Mon-beobogical syatemsa foruse in sterilizers — Perta: Specification forindicator systems and
process chnallenge devices for use in parformance testing for small sterllezers Type B ana
Type 5

MaTepMans W CHCTEME ANA yNAKGEEA MEeOWUWHCEMS NpeBopoE, NpegHasHaYesHe x Ona
CTERMNHZALM K

Packaging materlals and systems for maedical devices which are 10 be sterilized

Oueska BUOROMAYSCKEA MEOJEUMHECKHY wigendd. HYacte 1. OyeHEa A WCNBETAEHWA
(MCO 100%3-1:2003)
Biological evaluation of
(MCO 10093-1:2003)
Jueska HHonord+ecian MediLHHCEME YoTPORCTE. YacTe 17, ¥CTAHOBNSHHE QONyoTHME X
NoEOSnoE BellUeN3YHEIRMEE BRLIBCTE

Biological evaluaton of medical devices — Part 17 Establishment of allowable tmids for
leachable substances (MCO 109593172002

YNEKOBLE MEOMYMHCKEE W 3gannd, CTERANMIYEMElX HA 33RSDWAHIW SR CTAL WA NDOWIEOCTAA

medical  devices — Parl 1. Evaluation and testing

F’EEESQII‘II} for term inally sterilized medical deviceas

CTepdnMzauHa MeLUUMHCKOR NROGYEL AW, Bronornyecive WHOWKETOPR. FyROBOLCTEC NO
Bsifiopy, MCNONBIOEAHWID U METERNPETALWA pPe3yNETETOR

Stenlizaten af health care products — Biclogicsl indicators — Guidance for the selaction,
use and interpretation of resuits (MO0 141612000

Cre PHAMIALWA MEe0 AL HHCHO@ NP0 O YELHY. OfuwmweT pe GOREHWA SNA ONPenenaHRa ka3 paKTe-
PHCTHE CTEpHARMAYsIWernD B2 WasTaa 1 ana FI&BFI&Ei OTHEN, BENHIAUAA # TERYWSTD EOHTRONRA
NpGUeccoR CTESUNAIALAY MESUUAHCEHRE U3 8NHA

Sterilization of health care products — General requirements for characterizaton of a
sterilizing agent and the devalopment, validation and routine control of a sterilizaton process
tor medical devices (MCO 14937 2000)

Mo E-08 30 HE LM PYsILUME fE W W HE
Washer-disinfactors

CTEPUNM3AU A MEQHUMHCKEY U302, MHQopMELWE. NpEAOCTABNASKAR HITGTOBWTENEM
anA chpaloTke NOETOPHO CTEPMAMIYEME X MEQWUAHCHRE MAGenHa

Stenlization of medical devices — Informaton to be provided by the manulacturer for the
processmng of resteriizable medical devices (WSO 1Te64.2004)

SnexrpootopyaoeEHMe ANA NPOESAEHWA WAMEpEHWE, yNPEENeHHA M NaBopaTopHOro
HENoNe30BEHMR. HacTe 2-040. YacTHe e TpRBOoBEHMA K NADOSEIM SETORNABAM @ MOSUHE R
MAWWHEW © Je3dHpesured gna oBpadoTid MedHYUHE KM MATEDHENCE

Selety reguirements tor electncal equipment for measurement. control and l2boratory
use — Part 2-040: Particular requremeants for sterilizers and washer-disinfectors veed 1o
tregt medical materials (IEC 61010-2-040:2005)

CHCTEMBl MEHELKMEHTE K3WacTEA, JCHOBHEIE NONOXEHWA W CROBA P

Qualty management systems — Fundamentals and vocabulary (MCO 900002005}

CUCTEME MEHEIHMEHTE HaMapeHHA. TpeBosasiR K NPOLECCEM MAM B PEHMA M HIMEPWTENE-
HOMY 080pYS0EAHMH
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[14]

EM ES0 10012 Measuremeant management systems — Requirements for measurement processes and
measuring equipment {MCO 100612:2003)

WMCOUTC 11132020068  CTeprndisuda NpoOyETOR GNA 3Qpa800npaseHYn — Cnoeape ISO/TS 1411392006
EBtarilization of health care products — Vocabulary

[1&£] Handis, Y. Formaldehyde sterifizabkon — 1 Determination of formaldehyde residuals in autoclave sterlized
rmaterials, Arch. Pharm. Cheml, Sci. Ed. 5 1877, pp. 163—1649

[18] Handis, W. Formaeidehyde steniization — 2 Formakdehyde-steam sterlization, the process and (1 influence on the
formalgehyde residuals; Arch. Pharm. Chemi, Sci. E4. ¥, 1879, pp. 1—11

[17] Handios, Y. Formaldehyde stenlization — 3 The behaviour of the loaded aulcclave and the permeability of plastic
materials to formeldahyde; Arch. Phamm. Chemi. Sci. Ed. 7, 1879, pp. 12—18

[1#] Schwenk, M. Formaldehyd. Reizende Molekile. Bild der Wissenschaft 8, 1985

[1%4] Gamble, J. Effects of formaldehyde on the respiratory system. In:. Formaldehyde toxicily. Ed. GIBSON, JE.,
Hemiaphere Fublishing Corporaton, Washington, 1983, pp. 175—47

[20] German Mak- und Bat-Werte-Liste, Limiting values according to Technische Regein Gefahrstoffe TRGS 900

[21] Samanrn, J., Kaiser, U., Menzel, R. Reaction Kinetice of the Low-Temperature-Steam-Formaldehyde (LTSF)
Sterilisation Process. Central Sarvice 2000:4 {5), pp. 290—2096

[2%] Siooff. W. etal. Exploratory Repart formaldehyde. RivVM-report F10401016:19%2 {avadabie from Mational institute of
Pulblic Health and Environment. the Netherlands}

|23] AMSIAAMIRED 47:1903, Reuse of hemodializers

|24] Eeponencsas maprarkonen European Pharmacopeia

[25] Ouperteea BOITFE/EEC, Qupertiea EC o7 15 vwona 1995 r_ 0 THOSHTENSHD K34 CTES 30061, NoTpefinfAemod wenoee-
KO
Coractive B80T FE/EEC, Councll Direcirveof 15 July 1980 relating to the quallty of waterintanded far numan consumption

[26] DupskTdea ECO3MIEEC or 14 vaHR 1983 1 o MegeuuHckas nanennas Councl Directive 93MAMEEC of 14 June 1893
concerning medical devices

[2¥] PyroeoacTes CEH 4. PYyEoBGACTEO NO BENHYEHH D SKONGTAYMSCKHY SCNSKTOR B CTAHAAPTE HE NDOOYELMED
CEH Guide 4, Guide for the inciusion of environm anlal aspects in product standards

[28] DuperkTdea @FE2VEC EpponefckoronapnaMesTa i CoseTa oT 20 Man 1997 r. o obnuseH My 38H0H003TENBCTAS MOGY-
NApCTE-4NEHOE, Kacanweroch obopy00BAH WA NoO GEENSHHEM
Cwractive 97/ 23/EC of the European Parliament and of the Council of 20 May 1997 an the approximation of the laws of
the Member States conocerning pressure eguipment

|29] Zpicher, & and Peters, J. Microbeal resistance o formaldehyde — | Comperative Quentitatve studies in some
selacted species of vegetative bacteria, bectenal spores, fungl, bacleriophages and viruses. Zbl. bakt. hyg. | ADL Orig.
B 183, pp. 4B6—508, [1976)

[30] Spicher, G and Petars, J. Microbial resistancs o formaldehyde — Il Depende noe of the mecrobicldal effect upon the
concentrabonof and the perniod of exposure to formaldehyde, Zol.bakt hyg. L ABL Qrig. 8174, pp. 133—150, (1881

[31] Specher, G and Peters, J. Microbial resistance to formakdehyde — 1L Dependence of the microbicidat effect upon
Staghylococous aureus, Enterococcus faecium and Spores of Bacillus stearcthermophilus on temperature. Zbl. Hyg.
198, pp. S45—561, (1084)

[32] Kober P, Kamer, U, Scheel, K., Fielshhack, R. Fundamenials and practical tips for LTSF Sterilisation {&s of June
2003). Central Service, Volurmea 11, 2003
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¥OK 615.478.73:006.354 OKC 11.080.01 P26 OKMN 24 5120

KnioueBsla CNOBA! CTEQHMMMAALMA MEeOMUWHCEWY W3nensid, napodopMansderiiHad CTEpUNMIaUKaA, cTepu-
MAMT, CTERUNMEYVIOWMA ArauT, BRNKAALKA, TEKYLWLMEA HOHTPOMNE, NPOUESCE CTERHMMIALNH
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