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Breaenue

Crepunbias NPOIYKEHT - 3T0 NIVENER, CHODOOHAN 0T EHIHSCMOCOhH MY MUKPOOpPranmiMon. B
COOTBETCTEHH € TPEGOBAHHAMH MeRIAVHAPOAHLY CTAHAAPTOS MO CTEPHIHMIALMA MEIHLHHCKAN HiTenHi
MPH NOCTABKE CTEPHILMEY MIMEAHE MY CAYYalHIR MHEPODHONOTHYECKAY KOHTAMMHANNA OT BCEX MCTOM-
HUKOR Mepel CTEPHIRIALMEH 10TKHA GLITL CREIEHA K MHHHMYMY BCEMH BOIMOMHLIMHE cnocoDasi. Ho
AAHE TIPH TAKOM MOINOLE OTAENLHEE eqHHALL NPOIYELHHA, HATOTORTEHHLIE TIPH CTAHIADTHLIX TIOH 301
CTEEHHEIY VCTTOBHAN B COOTEETCTRHMH C TPeDOBIHHAMY K CHCTEMAM KAYECTEA MeAHUHHCKHY M3Ie il MoryT
nepen cTepuirIanHei ColepEarTh HehonLIL0e KOTHYeCTEO MUKPOOPralHaMons. TakHe e HHIL MPpoIyKEHH
ARTAKITCH HECTEPIWILHBIMM.

Llensio cTepinMzaduorHnoil obpaboTH ARTAeTCA HHAKTHIRLN T MHKPODHOTOrHYeC KXY KOHTAMIHaH -
TOBR AMH NPERPRILSHRA HECTEPITLHOR MPOIYEIHH & CTePHTRHY .

HHuakTHREAUMA YHCTRIX KVILTYR MHEPOOPTAHHIMOR (PHIHMSCKHMHA W/ WIH XHMHMSCKHMH areHTaMH,
HENIOMBIVeMEBIAMK TP CTEPIITHIALHH MeIHUHHCKHN HATeAWH, YacTo TPpAiINEeHHD ONUCEBASTCH IKC0-
HEHUMATEHEM HEKOHOM, T, ¢ HeHEBHCHMO OT CTeNeHd npuMeHedHoll obpaboTkH Beeroa cylLecTEveT
KOHETHAA BEPOATHOCTE TOMD, YT MHEPOOPCAHHIM MOKET BLIAHTE. B kouxpeTHom caydae ofpaloTed
BEPOATHOCTE BLEEHEIHHA OTIPEIeIHeTCH YHCAOM W PEIMCTEHTHOCTEI MHKPOOPrAHHIMOE, 8 TAKKE VCI0-
BHAMH, B KOTOPLIX OHH HANQIATCH B0 BPEMA 00paboTEH. M3 3Toro cnegyer, 4To CTepHALHOCTE JH60H H3
ENHHHL MPOIYKLME NOCke NPoUecca cTepHiInIandi He MOMeT DHTL FapiadTHROBRAHG, W CTEPHALHOCTL
NPpOIVEIAH DVEKHA BEIPHMATECH KAK BEPOATHOCTE HATHYHA HECTZPIUILHBIX SQHHHL,

TpeGopanns K CHCTEMAM KAUECTEE NPH NPOSKTHPOBAHHKA, palpaboTye, NMPOHIBoIcTee, MONTAME H
OBCTVEHBANHN MedHHHCKOH mpoaveidl npieetedsl 5 DOCT P OO 9001 1 FOCT P MCO 9002 co-
psecTHo ¢ HOO 13485 1] v MCO 13488 |2] cooTBeTeTREHHO.

Crangapms cepun NOCT P HCO S onpedenanT HEKOTOPRIE MPOUECChl, HCAMILIVEMIIE B NPOH3-
BOJACTRE, KAK COeUHATLHBIE, ECIH HX PesyILTAT HE MOKeT OLTE NMOJHOCTEIQ MPORCPEN MOCHSIVIOIIHM
KOHTROMEM B HCNBITAHHEM NMPoIykUsd. CTepriIHEaUNT ARHeTeH IPAMEPOM TAKOMD CNEeLHATLHOTO M-
Lgcca, MoCKonbEY e e KTHEHGCTE He MOKeT OLITE NPOBEReHa KOHTPONEM i HCMLTAHHEM MPOIVELIHH.
[Mosrony 10 Be0Is 0DOPYIORAHHA B SKCTUIYATALIMED CEAYET BRIMOMHNHTE BATHIAHK MPOLUECCOn CTEPHIH-
JALMH, & BO BPeMA IKCIIVATALNH NPOBOANTE TEKVIUHH KEOHTPONE H TexHHYeckoe abcvanBane obopy-
ADBANHA,

IMpoueayphl BATAIANEH ¥ TEKYIUEMD KOHTROTA NPOUECCOl CTEPHIHIAUHN MEIHIHHCKON MPOAYKIIHH
npueetaedsl 5 NOCT P MOCO 11134, TOCT P HOCO TTE33 v TOCT P WOO 11157, [lpouece paasaaliiM
MOKET COCTOATE B TOM, YTO MEITHLHHCEHE HIOeTH NOJABSPraioT BoiEeiicTEHID CTERIWIHIYIDWErD AreHTa
[P PERHME, OTHOCHTENLHO MEHES CTPOrOM, 4eM B Teryied cTepimsaudoniall ofpaboTre, JTodL
NOMYIUTE TAHHLIE O PEIUCTENTHOCTH K 3TOMY ArgHTY ODLMHON 178 MeTHUHHCKHY H3TenHH MEKpoDHoIo-
rEveckoil kouTaMuianyy. [locne JapeplicHHA TAKOMD BOZTERCTENA MEAHMUMHCKHE HINeTHs OOULEHE
HHIHBRIVAILHO HCMBETEIGATLCA HA CTEPHALHOCTE B COOTEETCTEHH ¢ TPEGOBANHAMH HACTOALIETD CTANIANTA.
[TpHMeposd TPHMEHSHHE TAKOTO WCIBITAHKA AERTHeTCR YCTAHORTEHHE CTEPHIHAVIONEH T03u ofmyyeH Ha
APH PAIHALHOHEON CTERMIRIALMN W AeMOHCTREUHA 0bocHoBAHHOCTH Takod qosw (TOCT P HCO 11137,
npuiokenne B).

E u 5 '|' FOCT P UCO 11737-2-2003, CTepunusaums MeamumHckux nsgenuii. Mukpobuonoruyeckue metogbl. YacTb 2. VcnbiTaHuss Ha CTepUIibHOCTb, MPOBOAUMbBIE MNPV
(I L FE 1 Sterilization of medical devices. Microbiological methods. Part 2. Tests of sterility performed in the validation of a sterilization process


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-11737-2-2003
http://gostexpert.ru/gost/gost-11737-2-2003

rocrt p HCO 11737-2—2003

FTOCYLAPCTBEHHB I CTAHIOAPT POCCHHCKON QOEJEPALLMH

CTepHIsIange METHIHICERN HILETHI
MHKPOBHOJIOIMMYECKHE MET(O/EI

Yacres 2

Hcnuimanna na CTepRILHGCTE, NPOE0IAMBIE NPH BAIAIIIRE NPOUECCOR CTEPITHIALNR

Stenlization of medical devices. Microbiological methods,
Part 2. Tests of stesility performed in the validation of a sterilization process

Jara peenenan 2004 —01—01

1 ObaacTe npuMeHeHHA

1.1 Hacroswmi cTAMIapT YCTaHARIHEIET o0LWHHA NOPASOE HCMBITAHKA HA CTEPRILHOCTE MedHLUHH-
CKHX HIOenHi, NOABeprayTEIX TAKOMY BOXISHCTEHIO CTEPHAHIVIOWSD ATEHTR, KOTOPMH ARIAETCA YACTLID
NPOUECCa CTEMHUIMZAUHH. Z3TH HCNLTAHHA NPOLOIAT NPH BEAHIALEHH OPOUECCE CTEPHAFIALINN,

1.2 Hactosawwi cTanaapt e pacipocTpaibaeTesd Ha HCNBITAHKA HA CTepHIBHOCTL,

a} mpE TEKYUIEM BLIMYCKS MPOIVELAN, NpoUenied cTepiinaano;

b dapuakonediLe HCenLITaHWA,

Mpumewaniue — Banoauenue nepeadcaetnii a) # by ne apnsercs tpebosannamn DOCT P MO0 11134,

IMoCT P OO 1L3S wnu TOCT P HCO 11137,
C} EAVILTHBEHPOBAHHE OHOMOTHYECK MK HHAWKATOPOBR, B TOM YHCEE Illlt}K}':IL!mllﬂllllﬂﬂ MpoOyVELITHNA.
Mpusevanne — Metoos KYIETHEHPOBAHWE GHOAOMMeckrs HHonkaropos — no POCT PP OO 11135,

2 HopmaTHBHBIE CCBLITKH

B sacToflles CTaHAapTe WCnodb3oBaikl COLUIKH Ma CReAvIOnHe CTANIARTH.

MOCT P RCO 9001 —9% Cucremsl kagectoa. Mogenns obecnedyeHid KauecTsa MPpE NPOEKTHPOBAHHH,
paipaboTe, MPOHIEOICTES, MOHTAME M OOCAVHHBAHHH

MOCT P HCO9001T—=2001 Cocreset MedeissedTa kadectna, Tpebosannua

MCT P OO 9002 —9 Cucremid kavecTa. Mogenk 0fecnedeHia Ka4ecTsa NpH NPoHIBOICTDE,
MOHTRHE W 0DCIYHKHBAHWH

MOCT P HCO 9003—9 Cuycresa KauecTna. Momens o0ecrederind KauecTn NpH oKoHUaHHH KoH-
TPOUIH W HCTEITAHHAX

MOCT P HOO9O04—=2001 CHoTeMa MeHeIHMeHTE KaYecTna. PeKoMeHIaUHH 00 YIVILISHHKD 8-
TENLHOCTH

FOCT P ACO T E342000 Crepoasmiaums MequuiHckod npoayveasd. TpeGorant K BaTH0a0uE |
Teryiesy KouTpaniy. [poMbiuasHHan CTepuIn i BT HLIA Telom

MOCT P HCO 111352000 Megnuuuckse wsieads. BaniaanHsa o TeKYWHid KoNTpOlh CTEPHIMIA=
LHA OECHI0M ITHIEHA

MOCT P HCO FE137<2000 Crepiadsanud MeIHEHHCKOR NpoIyvELdn. TpebopaHMl K BRTHIALHH ¢
TERVILEMY KOUTPOI. PAlHaAUHOHHAR CTEMAIH3ALNA

FMOCT P HCO TH3S-2-2000 Crepuniiaums MeIHUHHCKOR nporyvkiHe. bHomormgeckne maHka-
Topal. HacTe 2. BHOMOrHYecK HE WHIHKATOPEL IUTH CTERHIHZALET OKCHIDM ITHIEHA

MOCT P OO L1737 -1<2000 Crepraniands Meqniiniciix ninenuil. Mukpoiioiormeckne Meto-
awt. Yacrs [ Oueska MomyIsiiiuH MEKPOOPTAHHIMOB HA OPOIVEIHE

Pykopopcrae HOO/MOK 2590 Obwme Tpefonaimi K KOMOETENTHOCTH MOREPOYHEIXY B HCMETE-
TeNbLHEIX NabopaTopuii.

Heamamme odmumainame
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3 Tepmunm u onpeleneHHs

B uactosues cTapgapTe HCenoLIVIoTes CAeqyioiliie TEPMHHE C COOTRETCTEYIOIHMHE OIpele e HAMK:

A1 aopobduwil mukpoopranniyd (aerobic organism): Mukpooprafmimel, HCOOILIVIOLIHNE KHCIOPOD 6
KAYSCTHE KOHEYHOID AKLUENTOPA MeETPOHOE NPH MeTaboiHIMe W PAcTYIIHE TONLEO B [IPHCYTCTEHH
KHCADPOEL

3.2 anaspodibid Mugpoopranniy (anaerobic organism): MUKpoopramqsse, He HCOOIEIYLIME KHC-
ORI B KAYSCTRE KOHEYHOrD aKUenTopa ITeRTPOHOE PE MeTaboAHIMe H PACTYVILHE TONLKG B OTCYTCTRHE
KHCIOR0EE.

3.3 HenuTanne #a GaKTepHOCTATHYeCKO: PyHrncTaTiMeckoe JetcTane (bacteriostasis/fungistasis test):
Henpranme, MpoReisyos Ha BEGPanH LML MUKPOOPTAHHIMAX ¢ UETLD O6HapyKeHia BeLEecTs, MHrHEHDY -
LAY {3AMELANIMINE) PASMHOREHHE ITHY MHKPOODTAHHIMOBE.

3.4 veaosasa KYILTHEHpoRAEAA (culture conditions): YcoTawoBneHoe cOYSTANME VEIOBMA, BEINYANK-
Wige MHTATENLHYIO CPeIy, BPeMA M TeMONeparTypy HHKYDAUHH 178 VCEOPSHHS POCTR M DI HOKEHNA
MEEPOOPrARHIMOTE.

35 dakyasTaTHERLE sukpoopramnid (facultative organism): Mukpoopranuas, coocodHEE Kak K
APODHOMY, TAK ¥ K aHaspobuoMy Metalbomiasy.

16 aoxHooTpRUATE LA peyauTaT (false negative): PeavaeTaT HCNILITAMHAA HA CTEPHALNOCTL, [PH
KOTOROM B AEHCTEHTENLHOCTH TOIOH HTENLHBI PEIYILTAT HHTEPNPETHPYETCH KAK OTPHUATE TG,

27 A0KNONHENTeNLIEE pe3yabTaT (false positive): PeavibTaT HCNLITANHA HA CTEPILHOCTL, MPH
KOTOPOM B e HCTEHTEILHOCTH OTPHUATENLHLIH PEIVILTAT HHTEPNPETURYETCA KK MONOKHTEILHBLIH.

3.5 menuTanwe na yoewopenwme pocta (growih promotion test): Honwmanume © Uenbis MOOTESRAISIHNEH
TOTD, YTO JAHHAA THTATENLHAA CPedd NOJAAEPHKHNBAET POCT MUKPOOPraHnIMOn,

A9 mpogyEpma/npoaykt (product): Ob0wee MoHSTHE 18 ODOIHAYEHHH CLIPEA. [IPOAEEy TOUH LIX
MPOIYVETOR H TOTOBLIX MeIRLUHICKHY HITemHi.

310 eaunnua opoayeudn (prodoct pmit): MeIwuHHCKLs NPOIVELHS, KOMIDSKT HITeIHH W0 KO-
NOHENTOR B MePpEAYHON YITAKOBES.

A1 vyacTe npooyvendn and wemerraned (YTTH) (sample item portion, 51P): Onpepenendan 4acTh
ETHHHUE METHLHHCKOH NPOIYEUHH, HCOOILIYEMAA TIPH HCHEITAHHAN.

312 HenuTande Ha creprienocte (test of sterility): Honwmasme, NpopoilvMoe TPH OOPSIeneHHEX
VCTOBHAK KYTLTHEHPOEIHHA © HeNLIG OMNpeleleHHA HATHYHA AW OTCYTCTEHA AMHIHECTOCODHEIN MHKPO-
OPTAHAIMOE B eAHHHLE MPOIYEIHE (HIH &8 YacTH).

4 Oduue noa0MeHus

4.1 JokyMenTannsa

4 1.1 TlpH HCOMTAHHIEY MeIMUHHCKHY HITeTHH Ha CTepHIBHOCTE TOIAHL NPHMEHATECH TOKYMEH -
THRPOBAHHENE WHCTPYVELIMH, OXEATEIOULINE MPHMEHASMLIE METOIHEH HCNBITAHMA 1 padoTy Ha COOTRETCT-
BVIOLIEM OOOPVIOBAHWY. JTH DOKYMEHTHPOBIHHEE WHCTPYEKLIHH OOMTKHEL YTEEDAIATLCT W [eDeCcMaT M-
paTECA B conteTeriiy ¢ FOCT P HCO 9001 wan FNOCT P WCO 9002

4.1.2 JoKvMEHTHPOBAHHBIE HHCTPYKUHHA, NPeIyCMOTPEHHBLIE HACTOALIHA CTAMIAPTOM, IOTKHE Bhi-
AOTHATECA afrheKTHRHO.

4. 1.3 XpaveHHe NPpOTOKOI0E HCXOOHLIX DAHHEY, PEIVILTATOR M 3AKTHUHTETLHEX OTUETOR — [0
TOCT P HCO SN . TTpoToKoTE IO H B BETI0MATE J3HHBEE O DepeoHaie, yUacTERORIABIIEM B OTOO e Mpod,
HX NOATOTORKE W NPOBEISHHE HCNBLITANMI.

[] PHMEYMAHHAE — ”[MJIT.IEI!H\-'IHIJC E!I_ZIEI:IIIILIEHI-{L", MPUMCHACMOC LT TIOGYHCHES M NEPEOEY M 3KCHOCPHEMOHTLIE-
HblX JAHHWIX, THIEHLO BRITH BEUTHAHPOAAHG TICPCD OOV SOV HEEEM .

4.2 llepconan

4 2.1 (TeeTcTeeHHOCTLE 33 OpoEeleH e HCOLITAHMA Hi CTEPHILHOCTE A0TAHA OLITE BOUIOKEHA Ha
CNeUHATENLIH nepoonan, kak 1o npegyesaorpedo 8 DOCT P MCO S001 waon DOCT P OO S002.

4 2.2 (OdyaeHMe Nepeotaia cleIver NposoIHTE B COOTBSTCTRMH ¢ NOKYMEHTHPOBANHBEMH MMPOLeLy-
PaMM, & NPOTOKGIL ATTECTALMMK, GOVISHHA ¥ OUEHKH THAHKN Nepeonand Oo/LEHLl DBThE YTEE K ISH L

4.3 ODopyaomanHe W MITE AL

421 dna To4Horo npoBeielidd Hoibimadvi | vasepediil meodXoIMMo HMEeTE B HATHYMHE BeCh
nepeveith oBopyYIoBaAHA.

4 3.2 OdopydosaHHe, KOTOPoE TRedyeT MIaHOBOI0 TEXHHYSCEOrD GOCTY HMBAHHA,, 100 O00CTy 4 H-
EITHCA B COOTHETCTEHH C AOKVMEHTHPOBAHHBIMH nApouenypasi. [1poTokoiis obcayEHBAMHA OOTAHLI
APAHHTLCA.

o
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4.3.3 HeobxoaMmo YCTAHOBNTL, J0OKVMEHTHPOBATE H VTR ANTE JqMPeKTHEHVIO CHCTEMY KaTHOPOREN
BCEX MPEBODOR, NPLIMATHAYE HHBIX UM WiMepeHHa H KOHTpORd, B cooteeTereMd ¢ TOCT P HCO 9001
wan MOCT P MCO K2,

434 Momanis DETE VETAHORTEHL M B0KYMEHTHPOBAHE METOOE OPHIOTORTEHHA H CTepHIH EILIHE
NAGOPATOPHLIX CTEKON, TMHTATENLHLIX CPEl M CMBIGHLIX CKHAKOCTER, MCOOALIVEMBIX AP NPoBeIeHH
MCMLITAHMI HA CTEPUABHOCTL, BETIOYAR COOTHEETCTEVIOMIKE KOHTDOTE HX KAUeCTRA.

435 KOoNTpONL KavecTsa K:kiol MapTHH MHTATETLHOR cpelill Q0TKeH BEOYATL WCMLTAHHE Ha
YCKOPEHHE POCTA.

5 Ordop ¥ NOIrOTOBKA eIHHHL NPOIVKLHH UIA HCOLITAHMIE

5.1 Orhop

S0 Orhop eanHHEED NPIVEDHE

Mpoueaypl oTH0Pa M IOCTABKH OPOIVELMH 118 OPOREOeHHA HCILTAHMR 1008 HE GLITE TAKHMH,
YTOOLD 3TH STHHMLED MPOIVELAE ObUIH THITHMYHEIMH JUTH TEKYLIECTD [PH0H3R0ACTRA,

5.1.2 Yacrs npoayeiun 1na wenwrranua (Y1)

HITTH caeayer oTOHpaTE Tak, 4TO0L OHI ADCKBATHO OTPRXAND MAKPODHYI0 KOHTAMHUHALNK BCero
MO THA .

Ecan Jokazano, uTo MEKPOOPrAHHEME PACTIPEIeneHi B OpoIayvELHH pasdosepHo, To YTTH momer
OLTE BIATA H3 NHG0I0 OTIENLHOND MECTR eIHRHUEL npoaykund. B nporrenow coydae YTTH jonssa OuiThL
COCTARIEHA HI HECKOTBEHN HacTel Npoiviinn, suOpantuy civeail i obpason.

Mpumewarue — Kparepun aneksmmnoctn YITH onpegencan 5 cranmaprax, conepscawux 1pebonanus x
HULTHEZLHN B TCEYEIICMY KOHTPOSHE: NP0t CTEPRUTHIamHN.

5.2 Ynukosxa exmnun npoaysuad | UITH

IMpH HEOOXOOHMOCTH NPHMEHENHA VAAKOBOUHLIX MATEPHATOR H/MIH METOIOR ¥NAKOBKH, OTAHYAH-
LIMXCH OT MCTOALIVEMBIX MPH TEKVILEM POHINOACTES, OMH TOTAHE OBeCHedHBATE:

a4} NPenycMOTPSHHYI CTENeH L GOpaboTEH OHHHUE! MPpoayEUHE 4 HTTH crepiuimayioms s arenmo;

b coxpasedHe MUKPODHOIOTHYECKON KONTAMHHALWM enHHiIE npoayvkinnd win YITH uwa yvpoue,
KOTOPLIA OLLT 10 VITAKOBKH,

) e KTHBHOCTE MPOHHKAHAY CTEPHIHIVIOILErD areMTa B eduHuuny npoaykund wian YI11H, ana-
JOTHHHYID ¥TIHKOBKS B TeKYIeM IPOHIRICTES .

6 HenwiTanwsa HA CTEPHABHOCTD

6.1 Ipn npoBefeHHH HCMETAHKE HA CTEPHALHOCTE CVIMECTEYIOT B3 OCHOBHLIX NOaX00A

a). ApAMOe NOMPYAeHHe NPOOVEUHRE B MTHTATENLHYED CREDy WK MATATeALH0H CPelkl B OPOIyELEHK &
NOCASIVIOIIEH WHKYDauHeii;

bl HImIeMeHHe MEEPOOPTANHIMOE W3 MPOIYEITHH CMLIBAHHEM W NMepeMelleHue HIRTee i HLIX MHUK-
POOPrANKHIMOG B YCIOBHA KVIETHEHPOBIHHA,

6.2 1A KOHKPETHOH OpoIvELHMH J0VEKHLED ObITE ONPpeleieibl W 3afiHKCHPOBIHE CASIVIOIIHEe (ak-
TOPGLl, WIHAKLIHE HA PadpaboTEY METOAA HENLITAHKI HA CTEPHILHOCTE.

a} YacTh (YACTH) NPOAVEIIHME, CTEPHILHOCTD KOTOPEY O00IHAYAETCH Ha YTHEETKE]

bi feaHueckan WOHIH XHMEHeCKAd NPHPoTa HENBITYEMOH MPOayKLHM;

C) BEPOATHEH BIO { BHIL ) MUEPOOPIAHHIMOB-KOUTAMHHAHTON H HY MECTOUANOAIEHHE HA MoBepX-
HOCTH WA BHYTRH OPOIYELHN.

6.3 Ecad MUEPOOPraHiIMBl HIBMEKAIOTCA M3 ONPOIVELMH nepel WY nepeMeiledHeM O yCoIOBHA
EYIBTHEHPOBAHMA, CAeayeT TAKEE NPHHHMATE BO BHHMAHHE:

4} BLIGOP COOTESTCTEVIOLIEH CMBIBHON HIIKOCTH,

by e KTHEHOCTE METOAWKH WARTEUYEHHA MHKPOOPTAHHIMOB-KOHTAMHHAHTOR CMEIBAHHEM;

C) BIHAHHE METOIHKH CMBIBAHNA Ha HHIHECTOCOOHOCTE MHKPOORIAHN IMOB-KOHTAMHHANTOB.

6.4 Ecnu manueckan WM XHMHYECKAR NMPHROA WCTETveMol npoavElnus (6.2 by Takona, uyTo npy
HCTILITAHHAY MOTYT BLISAMTLCA BELWECTE, HEraTHEHO BIHAKEIHE HA ONPeIencHMe HHCIa WIH BHIO0D
MHKPOOPTAHHIMON, CASIVET NPEIVCMOTPETE: METOAL HeiTRAMHIAHK WIH YIATSHHT ITHX BEIeCTE, 8 ecii
IT0 M OPelcTARNHSTCH BOIMOMHLIM — METOOR MHHHMMIZUHN HX BIHANHA. DfHpeKTHRHOCTE TAKHX
METOOOR OOIKHA OWTH NOATEEPEIEHA.

6.5 Venosus EVIETHRHPOBAHMA JOrTAHL DLITEL BROpaHL Nocae Tor, Kak OyIVT paceMOoTPpeH bk BHILI
NPeanoIaArdedMbix MHEPSOPFAHHIMOE - KOHTAMHHANTOR, PeiyibTaThl TAKOrD PAcCMOTPENRA W oDOCHOBAN e
MPHHATEY PEEHHA I0UHKHE BLITE D0KYMEHTHPOBAHLL

Lk
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7 Ouenka METOIA MCOILITAHMI HA CTEPHIABHOCT

7.1 NpUrogHocTs METOAOE, BEGPAHHLIX LT HCNBTAHKH Ha CTePHILHOCTL, J0IKNE BETE OLEHeHa,
A PesVILTATE OUeHKN J0THHL OLTE JOKVMEeHTHPOBINL (4.1.3).

Mpusevanns

1 Heiicrena, npearpiranyaeseee mo 0.4 0 6.5, JUKHE CRECTH K MEHAMYMY OHBTEHNE M HOVTRH LIETE I MHEEX
Py ARTATON,

2 [lpu NpoECICHNE HCTTEITAHNA OBYMCHHEM B ATTECTOBIHHEIM TIEPO0 HATOM [PHCE THNIVHEHIEH A0EH I -
TeTEHER PEIVIETATOHE MHHHMATEH.

7.2 Ona puecenms MIMeHeHHE B MeTol HCHLITAMEA 1A CTEPHILHOCTE HeoDXOIHMO oM AT LHO
AHANHMIHPOBATE HAMEHEHHA B ITPOIVELME B/ HIH B OPpOHIB0ACTREHHOM NpoUecce. ECIH aHamii yKalkBaeT
Ha HeoOXOAHMOCTE TAKHY HIiMeHeHHH, HenbXoIHMO NOBTOPRHTE MPOLSIYRL, NPHBeIeHHLIE & paitene b,

MPHITOAEHHE A

{cnpaBoaHoe )

PyvEOBOICTREG 00 MCOLITANHAM H3 CTEPRILAOCTL, OCYUIECTEIAEMEM MPH BATHIAUAR IPOUEcca CTERHIHIAIHA

Al Beeseune

Hacrasiuee pyEoBOLCTED 0 BREOTHEHNT NPHBEICHHEY B CTAHIEPTE TReDoBEHAI He SLmseTed Meep b nas-
LM, HO GCREILST BREHEE BONPOCSH, H EOTOPLIE COCIYeT ODPETHTE BHEMAHHE.

Fro NPRIKERHE HE HESETCH KOHTPOALHEIR [IOCOBHEM I8 DUEHEH CODTACTCTENE MCIBTIHRA Ha CTEPUALHOCTR
TPefORAH HAM CTAHIAPTE.

Az DBmHe MA0KERHA

A2.] CncreMel E39MeCTEA LA AaiHipaTopai

Mg neoryecsss HRAEHHEIY ¥ HOCOPOHIBOIHMEY JHHHEY HCOBITAHWE M CTEPHILHOCTE  HX  HEODR0 Lm0
NPOBOANTE B KoHTpOaHpyesMbx  yoaoesax, Jabopatopnoe obopylosidee o HCOBTAHRE KLK ¥ HICOTORHTEAS
MEOMUHHCKOTG HATEIHA, TAK ¥ B APYIOM MECTe CISIyeT IKCIUIVATHPORNTE § COODTRETCTRHM € J0KYMEHTHPOBAH RO
CHOTEMOHT BadECTRL

Ecnm Momuranms HE CTEPRIBHOCTE [POROAATCH 8 MulopaTopiiE 104 MPAMbM PYKOBOICTRGM HIFOTORMTEH
MEOHUMHCKOTD ML, TO PpaBoTy cacnysT OCYIWSCTAANTE B PAMEKLY CHCTEME EaMecTBEa waroroswrens. Ecan
HCIOVIESYETON  BHORAA  JA00PATORHS, T0 PEEOMEHAYETCH OHUMATEHG ATTSCTORATE €8 [0 COCTESTCTEYRILIEMY
MEEIYHEPOIHOMY, cTaHmapTy (ranpusep, Pyxosoncreo HOD/M3K 25).

Thoboil AaGopaTopHi CISIyeT NPHHATE OORZTEILCTHG OKASEIETE YCAVTH N0 OBSCIeeHMD KENSCTRA, W ST
CACIYET QOKYMEHTHPORATE B poPpac BoanTHER Kadccria. [TrHOMOMHA 1 OTHCTCTRE HHOCTE 3 TDORATOR M SO0k HLE
GRITE PECEMEHTHPOBERE M ofopMASHE  IoKyMeHTansHo, OTBCTCTRCHHEIR 1 paapaboTkEy CHCTEME KAYecTRa 13
AADOPETOPHH JOAMEH MMETE AOCTATOMH LIE NOMHOMOMIEA LIS BalEORHEHWA STOH CHOTEM B,

Pafiora asfopaTopii MOANeEET PEryIRIHOMY BHYTPCHREMY AyIHTy, ProyieTaru ayanra IoaHEl BEYMeHTH-
POBATECH B PRCCMETPHEITRON Y KOBOICTEOM J1D0PaTOMIN.

Boaee noanas suhopuanna no vnpasnesus KavectaoM opiecacda & FOCT P HCO 9004, Tpebosannn x
CHOTEMAM KadeoTia ans aabfoparopnii — oo Pyvkosogerey HCO/M3OK 25 TpefoBamid & CACTEMAM KAMECTHE (TP
IPHIEDACTEE MEIHEHMACKEY Wil — no MO0 134585 o OO 13488,

A3 OBopyBAHHE B MATEPRALER

AT DaekTpoEHas 0DpaHTES JEHEEX

AL Kosneesreps MOryT HOIOILIOBITECH B 2aD0PETOPHAY AUIH TPEMOoro B Henpssorn chopn, obpaborse
AN xpaHeis aaHas. H ofopyiosamie, B nporpamMssHoe 0DeCieus e CacayeT NpoRepHTh.

A2 os menoibiyeMol KOMILBTEPHOR CHETEM B, BIUIOYaN OBOPYADBAHIE 1 NPOrPIsMMHOE ODECTCHeHE,
CACAYET HMETE A0KYMEHTHPOEIHHOS ORHCAHNAES, H 00uE HIMEHCHHH, KGNSS 1K, COIEOVET A0KYMEHTHPORELTE W
COOTRETCTHYHNMLN M. OGpUIoM yTHEDANTS.

M nporpasdHor ohecnedeHus AeoxoIHMD HMcTh:

- DMK BPOUPEMMEL, OO EIVEMEE B EOMITEOTERHOH CHeTEME,

- OIEPILHGHHBE POIPIMM b

- HCTHEB VOB TIAKETE JaHHEX.

ALY Mpuroadee s oporpassHoro obscneseinn 108 chopd, oOpafoTk i/ Han XpaneHis JadHeEx Caeiyer
YOTAHOBHTE B0 Havana ero senonsdopasss (FOCT P ACD 9003).

4
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A 14 CepuliHme MUEeTh OPOrPEss  CAEIYET DOATOTOEMTE B COOTBETCTEMH C CHCTOMOMR  KauecTRL 0o
TOCT P HOCD 9003,

AR LS KomnsiorepHoe nporpasMEos obecneeime, paspaboTaHHOS Moab30mImeies , JOUEHO FERRHTH ORI b

By COXPEHHOCTE QOKYMCHTHINH [0 PRIpalmke, BE0Man CHOTEMY TTPOEEM ME [OBLUHIE |

bl COXpaHHDCTE MPOITORIION BRHEMOMEEX HOT R TUHH;

C) ADEYMEHTHPOBAHME HIMEHEHM TTPOITHM M,

d} ACKYMEHTHROBLHHE WAMSHEHRE B 0DOpyaoBaHHK B HY OHIEHANEHYR) TTPOBSPEY e HAMRI0M NETIOILLWI-
HAHHH.

Ty TpeDUREHKA COSAYET TAKMKE NPAMCHATE K M000MY HIMCHCHILD WIH HACTPOHRKE CopHlHBX  4KeToE
IR

A3 L6 CregyeT NpeycMOTpeTs CReacTiE obHEPYECHHA H NPCADTEPALEHHE HECHHKIMOHHPOBIH HOID HIMEH-
HHH TPOrpas MHEOND ofecneseHEE.

AT TMporpasssoe oBeCEYaHRe, KOTOPOE TOTORLT, KIacCiguuMpyeT, NpeacTanmEeT JaHHBe LI CraTe-
THHECKGHE WK ARPVIOEH waTemarmeckod obpaBoTen anbo BHEM 0Dpasoy 0DpIDETRIBIST WK GHUTHINPYET JHHHBLIE,
APAHHIIMECH B HAMATH KOMOLEOTER, A0UEEHO 0DSCne BTy BOCCTIHORISHIE NPOMERy TOMHLD D3 IEHHEIX 1 00Ty
K MCROIHEIM - DEHEBM . MoryT norpefoBathcs COSHHAEHEE NPOLSIYPE ADXHENPOBIHAR KOM IR TEPHEY JAHHBIX,
KAOTOPRIE CACTYET DDKYMEHTH OBETE.

A2 Jlaboparopioe ofpy o8

Mnn wakaoid expmnue aBOpETORHore GDOPYIOBLHES CIEIVET HMETh JOKVMEHTALHIG © TPeloBHeaMe K
TENHHYED KOMY OOy M BLHHE.

Mobor obOPYAOBAHME HAM E70 - HACTH, KOHTAKTHRYRILIME BO BPEsSE MCHBITAHWA © NpOAyKUHei. CMEIBHOGH
EHIKOCTERD, MHTHTENEHLIMY CPEAAMH B T. 4., CHEAYVET CTEPHIIHI0RTh.

AL Heraremmnme cpeast

[Tp# DPHrOTOERACHAH NMUTATEARH K CPEL H CAMBBHEY RHIKOCTEN, WEIIRIVEMEIX LU HIREMEHNE MUKPOOPR-
HHIMOBE B3 IPOIVEIRE, HEODROANMO ODECHENTE WX CTEPIUTEHOCTE, KOTOPYE COSOYET MPOLEMOHCTRRPOML TS CIeTyE-
L Dfpao:

uh W HHEVDALRER NPH COOTRETOTEYELIMN TEMMCPETYPAX A0 HEYATL MCNINEIOBAHHE CPEN HWIH DIHOBDE M EHHO
£ MO BI0 BAHHSN

b)) mamwsaunell NPOUeca CTEPMINIELIHE.

Mis onpepeacHns CoOCOBHOCTH THTITE LN CPETE MOLICPANBITE POCT MUKPOOPIAHRIMOE PCBOIKT NIk -
TAHWH Hil YOKOPEHNE POCTE 08 KESO0 DapTaM murareisioil cpeisl © HenoibeI0REHney oo e HEH B MIUTRIM
KAUTHMECTEOM BRIDpaHHEN Mukpoopradnzsqes (o 10 o 100 konos neo0pasy s caurn ),

OInucaHie HCNETERNI Ml YOROPEHAS POCTA 00RMHGY JoeTeH B PapMEaRonei X MOHOTPaha, VRO BaRIIIN,
EAKHME MEEPOODIAHRIME MOIYT HOTOUEIOBTRCH,

Ad Orbop v noaroToaks eIHARL DRIYEIRR L5 ACIETUHAR

A4l Mevon oribopa einmmm IPOIVEIHN A0TH BT OHR

Meton orfopd SaMHHL NPOIVELAN AU BUHISLEN NPOUSCC] CTEPIIEELUNNE MOKET BIHATE HE [OIYYA8 MBI
peayaeTarTi. [lpeamorroressao orbHpaTs SAMHUDE DPOIYELHE CTy4aiiHE Y oDpIioM 03 NAPTHH, RAPaKTepHoi LI
IPVHAEOACTECHE BX TEXHOMOrEA 0 yeiosnii. B aux ponsusl Gume BRAKMSHE SOHHAIE IPOEYEIHE OOHO0 IpTHH,
HPORIBEICHHEE B pasioe apess. Ecin  olHOBpeMesd0 NROWIBOANTOH HECKNIBEG [EPTHIT NPOIYELNH, SEH UL
MPOIYELME JUTH SOHTPOIH MOMYT BbITh BWITE W3 KERA0H cepab.

Eansnus NposvelE#y L ACnsiFHEE MOTYT DaTh OTODpEHBL 23 YHeIE 3ADDaKoBIHH X B ITPOLECCE IP0HIRG-
CTHH MAETHI NPH YEADEMH, STO OHM HIFDTORISHE TAEK BE, KK 4 OCTIVILHEA NPOOVELSE TAHEOR NAPTHH.

Kooanuecree oTODPAHHEE SIHHML IPOIVELME W KOJIHYECTES MAPTHIL 01 KOTOPR CHCAaH OTOOR, A0ULEHE BRTE
YEISEKHE B COOTESTCTHYVROIUCM MERIYHAPMIHOM CTHHIADTE, COOspacats TPEOOBAHHA K BAIHJAALAM B TEKVILEMY
EOHTPOMRD BEHEOND TROUSCCH CTERHTH 3MIHH .

A4.2 Yaers opogyeunn s wensrraai (TTH)

Kora 570 oCymecTaMMe, U8 MCTWTAHHE CIeayeT NCHoABIIBATE eV eanHuuy npogykunn. B rex coyuanx,
KOTIE 5T0 HEBOOMORHO, MOKeT GLTh BISTE ONPeJSTtHHAN HA0Th COMHWLL NPOIVKLEN, YIO0DHAN I8 POBeLe HEs
penamanna. B eamectne YMTH coeaver sasTe SOAMUYVE SACTE eOHHMUE MPRIVELHE NPH VCIORHIE ODeCHese HuA
vaoheTes patorsl © HEH B nalOpaTopHH.

Mukpoduan xorravmuangsi Ha 4TTH aoesa GRTe THIMMHOA C TOMKR SPeHHA 08 YOTORMHROCTH K NPaLeccy
crepieiannn. Coana YITH poocesa npefcraisms paanuiEe UiemeHTs caosHod caumaus npoaykunn. Crepian-
JOBETE CADEHOE HANENHe ODLIMEO TPVIHES, Yen HeD0ABIIOE MAIESTHE, HANPHMEDP, 20 CHET BXOLHINNY B COCTIE RUEmEs
WITHHHEX YEEIK KEHIIOE, CONPRREHHMY nopepxHoceil n . 4. [lps paaienesns npoiysing Ha COCTABHAE YEACTH S0
CONPOTHEIEHIE HACTH VMSHRINASTER.

Mogroromsoy v ynwcoaky YMTH 0o dauamm cTepuanIsmun cleiyeT ApoBoIHTE B YCIBENS, YMEHBLIELLINT
HOAMORHOCTE HAMEHEHHA DNOHATPYIKH,

Ecnu eammnua npogyeans wms YTTH we soseer Sems nenerasa B usenieicn 1afoparopHoil nocyie, oHn
MOTYT BB PEATCICH B IO JUEYM BT Bied KOHTeRHEPOM, CHEFTAHLMMOR KAK DL HD 500 HILIE, SO B OOHOM KOHTERHSDE
ECUIVHE H THEIOHHTE b B POCT, TO BCH eOHRN L pacesaTpraseres kg nonosrrenssan. YITH vomer Gurs suibpaia
B0 LIMHE, MECCE, OTBEMY HAH NOBECDXHOCTH  HCHBTHEAEMOH canunusl npoaykaud. Npesseps swbopa YITH
NpHBECIEHL B TabnHme Al
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Ecnm ma sToeThe QML POy KLU 0B03HENCHE CTEPHIBHOCTE TOTEKD KAHATS NPOTeKEHNA KRIKOCTH, TO
PESYIETAT MONETAMMIT KAMARE CABIVET PACCMATPMBATL KaX PeIyaAbTET MOOETEHAR CreprasHocTe Beeil eonHmus
npoaykumne (1. e YW = 1,0).

Tubauwua Al — MMpumcpa sabopa YITH

Owenonn ona swdopa YITH Mpaseps npaayk s
Foma MORCRXRCTH Humnanrarta {HE PacCEs bl ELHLLHECH )
Macca [Topouks

XHPYPrHseckasd oaesims
Muroanrarsl {paccac sl BaKIHECH |

Crrpesny LMK Tpvien (nocTrosHRO 1rEseTpal
Obuem Boga, knagocTH
Kiran ann smiikocti KoMEIe kT T8 AHYTPHBEHE X HHBEKINE, KOHTEHHED L5 RHIKOETH

A43 YIMH or xosiesTs

Kommne ks npegaeraaseT cobei emmnny EROIyKLHE, COTEPALIIYID Boiee onHOr sMemui HCROTD W

d) EOMNESETH, CoAepEalme anqnnaxosse Mennunicene smigeans. YTTH gne msex KoMmiektos coctTonT u3
(IHOIT MPEIMETE, 8 HE CYMMEL BCSX NPSIMETON, BROIRums B kosiacer. Hanpasep, 1 KoMImekTy, coacpaauens
ST LTRSS, HCNETEEReTes o wpuie w 9TTH = 1,0;

bl KOMIIEETE, COMEPOCRING PRATIMHEE MeauunHekHe maneana. Dan tasux kosmnsckros swSop YITH ocnoraw
il PECCMOTPEHAM KRR I0T0 THIE MANEIHE 13 koMesTa, o oteeasiee YTTH yorsmanimeasten e Kasnoro npeaMets
H EOMIVISKTE,

Hanpusep, B KOMIIEKTE, COAEPEMILENM B KOCTHMMA, UM DOAOTEHIE, A1 TEP&l NEHATOR W XHPYPrHMECcKy R
cindseriy, wEanerayaisayve HTH peobxonuso onpeneinrs U KGKAOM THOE IPEIMETOR HEIREHCHMO 0T IPyTHX
I N TOH, BXOUSELI B ROMITIERT.

Add ¥YnasosEa commmi mPOIYKEEH

Aenarenpo, yTobs ORHIUE NPOEYELEH NOABSPHEUIHCE BOLEHCTERK CTEPRIHIVEHLETO BICHTA B WX TEPROHI-
yansEol hopse B ynakoske. Yrobe cpecTH B OMABEHUYAMY B0 OB0IerETE MEHHIYANLEN IPH HCIBITAHEEY H
CTEPHIBHOCTE B TAKHAM OGPE30M YMeHBLIHTE BEPOSTHOCTE HOAVHEHRE TORHONUIORNTENBHBY PESyIbTATOR, KOTOPIN
MOEET TORBCHTECH 18 CYET KOMTAMEHATHE TIPH MAHITVIRIHY, WLEIHEe MOKET DRITE PasoBpano | e peyviakoBLHo
IEPEI HAMITOM CTEPHINIELNN.

] PAMEUMIAIHNE — Hepbxamamn VHUTRBITE BJIMHHHC ]'.IR:IZIEIE!I]'.II{I!I H NCPEYTIKOBEHA H3OCTHH HA OIS
MHEPMIPTAHHIMOE K BOaReECTENK CTCPHAMEY BOLLCTS AMEHTH. H-':'II]]'.'H.'HCFI. pil.!ﬁﬂ;'.ll'(ﬂ MOHCT HAMCHHTE XHMWHCCEHD
YCAMENH l.!IE.'P'_I."..[iJ.BiJLLI,EI:i MUEDCOPOEENEMED CPETLL, T 2 HIMCHWTE CROPMTE X HHIKTHBLLIHEL.

A5 Heonirapms ma cTepuikincTs

A5 Kareropes acosmanmi

B coorRereIang ¢ pramenon b RACTOMIIE 0 CTAHAAPTTA METOM PSS HIH HONLITAHMI HA CTEPHEHOCTE MOMKED
PESIENHTE HE QRS OCHOBH RS KATE IO

d) [pEMOE NOIPYECHRE MPOIVELHN B IIHTLTEARHYE CPEY © MOCIeayioumei s kyhaunei;

bl EEACMEHME BOEX MUEPOOPIAHEIMOR HI NPOIVELHN 0 OEPeMelicHne WIS HHEE MEEDOOPIAHIEIMOE 1
MHTHTEN LHYEY CPEAY © NOCISayInmei nHRyBaumeil.

Meton npasore porpyscHHE SEAHCTCH NPEANOYTHTENLHEIM IPH HONETAHMAY MEITHUHHCKHY  Ma0eml W
crepiibHocTE. [IpH HeBoaIMOEHOCTH  BCIIOARS0ETS 70T CHOCOD M3-33. OCOBEHHOCTER . METMUHHCKOM  LIETHs
(HANPEMED, BIETEPHOCTITHYCCKEE AMVHIHCTATHYCCKIE AKTHEHOCTE) MOEHD HCHOMLI0BETE METOA © HAIEHCHRENM
spKpoopradassos. [pn MenoneiosiHEmy ST0T0 METOIA HYKHG NPOARIETE OCTOPOEHOCTE, THE KK HeCnocoDHOCTE
WARIEH B BCC MHEPOOPIEHHIMEL ¢ NOBCPXHOCTCHR MOKET NPHESCTH K NMOAEICH M BOEHOOTPHLETEN BHEIY Peayv I bTEToR,
I CAYWEHHAR KOHTEMHHALNA [PH MAHNIIHIHAY — K NOARISHA K MGEHONDA0RHTEN bHE PEIYIETATIN,

A.5.2 Tllpamoe norpyscHne

[Mpr npstsost norpysesin eansang npoaveian wen YITH scemrnacess nepesmemactcd 8 godTeiiHep (i
rpYIY KosTeiHepoE, oM. A4 2) © neTaTeneoil Cpeaoi i I EERrEeToH HHEYDANEY ., Koo cT0 MTATC ILHO Cpeak
ACAHO DRTE AO0CTETOH HBIM ATE ODECHEMEHIE KOHTAKTA MHTATENLHOH CPeikl G0 BORT can e mpoiy ki wes Y ITH.
Jonoannenkios BHIMEEHE CASYET YIETHTE

a) pashopEe AL 00 HEMUL BOAiecTEA CTEPIUIHIVIGLIIETD ArersTa (oM. Thicke A4 4);

b) mepeMeHBIHRIG BCTPRXHBAH IR OIS NOTPYECHHA WARINA B IHTETEIEHYH CReILy;

HITE

¢} AofarIeHHIG NOBCPXHOCTHO-EKTHEHON BEMIECTRL (KOTopoe He 00000387 BHTHMHKPODHEM neiicrened) i
M THTE A LHYED CPEAY WK CAMBIBHYIO HHAKGCTS L3 YIVHMIEHNA CMAMHBAHHE MOBEPXHOCT H1STHs.

Mexay mirratenshoil cpepod i epnnaieid npoaykusd win YI1H caeayer noanepxisers OHTakT 8 TeueHie
HOSIT BPCMEHN HH KDL .

fi
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roCT P HCO 11737-2--2003

[pit npoBemeHMl HEMEITRHHI HE CTEPMILMOCTE KEHATE TIPOTEKEHMA SHIKOCTH B clIHMLE ROIYELWLE STOT
KiHN JENOIHECTCA HTATENLHON CPeanil, 1 AMEHMLA MPOIYKLH DOUBEPrAeTCs Ky,

A5.3 Haegaesenne MEKPOITEHNANOE

A0 Obmme moa0seHNR

Metoos, © NOMOMLD KOTOPHEX MHKPOOPIEHHEIMEL WHICKLIOTCH B3 TIPOOVELMH MEXAHUYCCKH  meped i
NEPEMEIIEHNEN B YCIOERA KYARTHENPOBIHNA, B CBOR) OMEPSllh MOIYT ObiTh PASIEacH bl CReay s obpa 1om:

) CMEIE C ocreTysdned MembpaHnoil dasTpanmeii;

b) cMuE ¢ ROCACAYIOUINM KYIETHBHPOBAHHEM CMBIBHON XHUIKOCTH.

Havaneauy aclicTades AnH 3THE METROOE ARTACTON. HABIEYCHHE MBKPOOPIAHHIMOE 03 CIHHHULL HPOAYKLHKH
iwin YIMH remn xe semopaMe, wro W opd oueHke GuoHarpyaxe no FOCT P HCO 1I737-1, A4.24.1--A4247.
CooTBeIcTREHHO, TREDMEIHNN K BED0DY DOAX0aMWmel cMEBHOE ANAKOCTH TAKHE A&, KIK NpH OUeHKE DHOHATPYIKK
coraacuo [OCT P HCO 11737-1, A4.2.5, A4l wrabanua AL

] PAMCUYAHHCT — MeTon MomeT He ODCCNEHNTE BLIIEICHAS BOEX MEEPOORIAHAEMOBE HE COHHHA LR TEPY KL,

Mocne puneienna MeEpoopradnsdoe e eomanue opoaysuns ik YITH woxso nposcanrs scosmanng b
CIEPHIEHOCTE © MOMOL LAY MEMBPaHHOH (i bTPIEHH KAH KYIETHEHPOBAHNA BOST CMBBHOM S HIKOCTH.

A.5.3.2 Mewmtpanaan duoasrpanms

[Ipr MR THHMAE H CTEPHIEHOCT B © HOMOLLER MeMBpaH O @MABTRALINN CMEEHIR BHIEOCTE NPOXOIHT 4epes
CTEpHILHE MeMOpaHH QrnbTp, 0bEMHO © passepasi nop 045 ves, N0 AeRcTENEM BAKYYMI WIH EIEISHNA.

[MoEpxHocTi, KOTOPLE HANGANANCE B KOHTEETS OO0 CMBIEHOH EHIKOCTRE, CHMISCKHBAKITCH J0MOTHHTCILHOH
CTEPHEHON CMEIBHOH #AKOCTRE WIH PROTEOPIN, CONSPAALIHMM HEHTRUIHETOR, 1 CMBIBHONH PRCTROR TTPOTVCKRETEN
yeped MesOpaHH e gunsTp (A62.3). TMocae sroro:

B AMTATCIRHAH CPEL BOSTTHEECKH EPeHOCHTCR HA (hneTp nnbo

b dasTp BCETTHHECKH HEPCHOCHTOE B NWTATENLHYE Cpeay.

OB 3TH ONEPRINE JFBEPIEITEH HHEYDa el

A5.3.3 KyasTHERDHARKE CMBIRAGN HEIKOCTH

(TPt HETHATRHMAK HA CTEPHABHOCTE METOEOM KVIETHEHPOEIHHA CMEIBHOMN BAMR0CT I O0UH BOING SR TOR
H MRS HHE MATETSALHO Cpelkl B KAMECTEE CMEIRHON BWIKOCTH, MPE ST0M N000e CMBIED THTATENLHAA O
MEPEMEIIEETCH B CTEPHABHBE KOHTEHHEPE HE HHEYDALHKY.

ANBETEPHATHBH R 0L JECT0MEETOR B TOM . 4T0 MOGET DhiTh BRDPAHD CMEIBHAR BUAKOCTL, He IOLIEpsn-
HAKIUAE [OCT MAUEPOOPIEHRIMO, KOTOPIH NOCH CMBIBA CMELHBICTER B PAEHBIY ODBEMEN © NICTETEALHON cpenoil
ABOHHON ROHUSHTPALMK B CTeRHILHEN KOHTSIHEPAX 1 30TeW BRUISPGEHEIETCH B MHEYDETOpE.

AS5.4 Bribop yeroemil Ky ALTHEHPOBIAHAR

A5 4l Mesnysapoinslil CTAHAAPT M0 BATMIENAN B TEKVILEMY KEOHTPOEN KOHEPSTHON NPOLECER CTePribE-
LM MOHET COOUPHATE PEKOMEHIAUHK 0 YEAOBHEM Ky ETHEHPOBAHIA, HCHOALIYEM BIM LIH HCHRTRENRA Ha CTEPHAL-
KO T

A5 42 ObsHO NP EYARTHEMPOBAHNH HENOABIYIOT CAMHYE HHTECTRHVIO CPEIY © YHETOM NPeaicioxe His,
YTO OHA HETHETCH OITTHMEILHON 03 KYNETHEAPOBIHRA A3p0DHBIX M (Paky N ETHTHEHEY MAKPOOPTRHMEMDE, KOTORRLE
MOMYT BLUKHTE 00 BoRgeieTanes crepuansyowers aredta. Dpn nenoneioBssmn cosso-gaiensounii ETEme sHo
Cpeik B E4YecTRE BOMHO Cpelkl WIE B3PO0DHEY o Ky IETATHEHEY MHEPODPIAHIIMOE KYIETHENPOBREHME ODRYHO
npopoanTes npe remneparype (3042) *C s revenne 14 cyr. dna apyenx cped Caeayer paccMOTRETE W IPVIHS PERHME
KYNIETHEHDOBLH A,

] PAMEYMHAHHLD — -I.l.'!ﬁ1lll.‘|'.|'.l'l'}'i'.|i]. ENIBTHRHPOBIHAA. PoROMOHIYCRMARN ILTH HENBITAHWEE Ha CTCPWIBHOCTE,
MOEET DhITE HHES FIEH(”.IL‘I-U!}"EMEJﬁ AR OULHKH ‘E-Hl.'IHEII'FF}"SB'.II. Henonesoernne Gonee nuasoi TEMIEREITYRRL NOMOIracT
BEIHENTE ITEPCEACHHREE HAOH LAt HH bR MHEPCOPTasE WML

AS4L ¥oaomus KvETHENPOBAHNE BEIOHDIENT B CASAVIDWINY CHYRaEy:

4} COOTBETCTEVEILEMI MORIVHAPOIHLE CTAHIAPT 10 BLTHTIMRH B TEXY IEMY KOHTPOD KOHEPCTHO D NPOmecc
CTEPHIHIAHE HE CrOBAPHEIST HCIOMRIYEMYIO IHTATERLHYE CPeIy;

b) MenOABIOBIMKE SHHHEX YCAEHA KYIETHBHPOBIHUE HEMPHEMACMO Hi-32 BEPOHTHON HATHY R MUEPOOPTE-
HMIMOE OPYIHNE THOOH, VCTONYHBEIY K BOLCHCTENN CTEPMIRIVIOWErD AreHTa [HANPHME]D, BEPONTHOM NPHCYTCTENN
HHEIPODHALX 3 HKPOOPIIHEMOR).

AS4d Mpa puwbope yeaoauil KvILTHBHPOBAHHA L8 TIPMBCICHHEX 30CCE APHMEPOE HEODXOIMMO YUHTHBATH
casayIME frIKTODEL

a) OpUPOAY POLY LN,

bj coocof NpoHIBOICTER;

C) MCTOMHME IOTEHUHATEHOH MEEPOBHOSOrHHSCKol KOHTAMMEILHH,

d) BepOATHLE THIE BCTPEUANIEMECH MHEPOOPRHNIMOE.

Janssie mo THIEM  MEEPOOPIAHHIMON, NORVHEHHBE [P ORPEIEIEHUE DUOHAIPYIKH B COOTHETCTBMM . ©
TOCT P HCD L1737-1, soryT mosode NpE Bebope YCI0EHHE KYIETHERPOIELH .

AS45 MpumeHacdne 0BBMHO YCOOENH KYAETHEHPOBAHEA NPHECICHE B Tabanue A2,
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Tadnumua A2 — Voaosms KuETHEHPOEAHHE

Tolmed M KpMAOPr2HHIMONH OB srate Op MERLEY KE THTATED LN WE Cpedsd Tesmneparypa ankybann, O
Aspobinne Mlamarensmmii Syneom 2E—32
CrpaeuHo-soaronoit 0uikn 2g—32
C ot po- KA HHOBLET Gy1LoH 2532
[ pubne Hekcerposonuil Gyiwon Cabypo H—2x5
Kaprodennno-geke tpoionk i Gynnon 25
Csokoao-nenTors el GvisoH W23
PakyaLTaT R LIE ANIKRA THOLTHKONEBAN CPedd B33
MucHoil GyiboH © mokosxn B3z
" MOryT HENOABS0BETECH APYIHE TEMIEPETY PR HHEYGAI (npHMesmeane K A 5.4.2)

A5S5 Hecnesoeasme METATELHDE CPEIsl NOCIE HUNHMTANNE HY CTCPRALHICTE

Mpy wecneaonamnn NHTETETEHOE CPpeik NOCIC KYIETHEHPOBAHHA METOA0M ONPCICICHIE MYTHOCTH MOKHO
MCIUTESETE METOMHEE CRETA © DOPATHO CTOMMHE COUYIN,

Caenyer oTMeTHTES, HTO MYTHOCTE MOEST BHTh BLUIBAHA HE POCTOM MHEPOBPTAHRIMOE, i APYIHAMH TPHEHHEME.
B srom civuae MoseT norpeboBThCR ADIodHATEIEHOE KYTETHBHPOBAHNE WK MHKPOCKORNA,

A6 Ouenka peiyIsTaTon HEMLTARNG B CTePRILEOCTE

At ] Chiesks  MGEHORGAGKHTEIENREY [RIFIETATOE 0P ACHWTIHNAY HA CTEPHILHOCTE, BOSHHEINMIINY HE-13
EEHTT MM HA

Mosaie HHE ACKHOIEIEAENTEARHEY PEIVIETATOR TIP3 HCIETAHBEE HE CTEPHABHOCTE MOKET HIMCHNTE DUEHEY
MEVTYHEHHEY PH BUTEALME JAHHE THKEM OOpIEnM, 4T0 MOECT DRITE CASTAH BRIBOI 00 yMCHEICHER Hpde kTin-
HOCTH QOpabBOTEH CTEPHIMAYIILNM AMCHTOM, TPH JT0M [IWI0KHTEARHES NPODLEL JOIHHE PROCMETPHBATECH KAk
CHHACTEARCTRO HANHYHA MHKPOODTAHNIMOE, BRANBUIEY MO0 BYICHCTEHEM CTEPHANIVKILETD areHTa.

Mposoansos 5 3708 SOV HMETALROHHOES HCTTRITAHHE HA XaPEKTEPHEL CTEPHTRI0EIHHEY COHHITEY TPy E-
LHH HEIHCTCR YaACTRED TIPOIPAMME] [HEIFOTORKN NEPOOHLTA 0 OUSHEN METOIHKN NPOBCASHAR MOLTAHKA Hi CTeRHAL-
HOCTh.

B ratanue A3 mepesHcAcHE SepEl NPeascTOPAEHOCTH, MTPHHHMBEMEIS LIH CESICHET K MITHEMYMY 03 HDT0-
ACEHTEIBHEX PEIyIETITOR HI-30 KOHTAMHHIIHA,

Tabnmua AL — ."l-'jf'rl‘h[ IMPEANCTOPROEHOCTH JA8 MAHMMPS0ITEHA QA0S HCTINTOGEHTE T EH X TEFH.'IEI., BOSHHEARMUHY M3~
30 KOHTUMEHALHH

nFl:JHll.'.lH'I'h HCTIBITAHHA B Illliilltl].' C JIHMHHADHBIM [EOTOROM. PACTHUIORCHHOM B BRUUSITCHHOM TOMCIICHHE O
KEOHTMUTHPYCM BEMHE YOI BHHE R,

an MEHHTE QCCTITHHOCENS METOA HPH HCTHETRHHAX I:HHH!'.'I.'EML'FI,__.'IIEI"!CT!'I-IIﬂ B KUMHATE LR NCPEOISEEHNEHA, B0 BDCMH
HCTRETEHHA W IPH NEPEMELLSHHN AT B O CPEohL B II!H}.'}"I_ILTIIIIF!II:.'I:I.

Buocur. HHETPYMEHTR LH HMCTIETAHBA, [ATETC TR B TPkl W HCHRITYVEMBIE [TPEIMETR B MOMCILCHHE 758
HCTIRETAHNA TakHMm I.'HT'IF!.-'.HU!.I, o HIDEEATE KOHTAMHHE NN, J'Ip(mum:u JACKCEHTAN M HED L H HE H.-'J|'.I_'I.'B’;[-IUI:i WILAEOREH
A0 BRSACHWA HCOMNBITYCMEX ITPEAMETOR B MOMCLLLEHHEE 1350 HCNETAHAE

Il POBOAATE: BCKOHTARMMA HALHKY 0B HOCTEH, HO Ko MIPLLE NPCEOIHETCE BCIERITAHMA.

CITCF!!.!II-IR'IH:ITE S LH_ZIIZ:IP"_P.'I,UJHIHIIf. MENTEPEHLTR M NPCAMETERL, HENOIREIVEMBIC MR HCTTEITAHEHX.

CHecTH K MHHHMYMY ONCPalig, HEODONOIHAI e 1715 NPOEC I HAH HCTLITAHEIT.

OneHiTs cotTonHEE W BOHTPHOTH [HRELTE DRy EaHNce ILHI’;f-‘EH'I'L'I]J ITPOCT PAHCT RO,

CHECTH K MMEMMYMY OODRIOBAHNE St

A6.2 OueHkd MORHODTPHLETEIEERY [V IBTATOR NH OIBEIHNN HCHLITARKR B CTEPMILNOCTE

Ab |l Marrops, BAHAKIING HiE NOSENCHIE J0XHOOTPRUSTEIBHEX [P0

Ha nossaes e 108 HODTRU LENTENEHEY PEIIETATOR RIKA KT CACAYIGINE fRETOpL;

4} HECHDCODHOCTE YOIOBH KyALTHENPOBAHHA OIS PHHBLTE POCT MK RIODTAHHIMOE,

b} npacyTerEre GUETEPHIRAHEY W/ U0H GAKTCPHOCTATHMECKHY BOIISCTYE, BRLICTHRMITHASH W3 IPOAYKIHN TP
HCNBITAHHEY HE CTEPUARHOCTE,

C} HHTEPELT BPEMEHil MERTY BOURHCTEHEM CTEPIIHIVRILCTD ATEHTE H HAMANOM NPOUSCCa Ky ETHRHPOBILHNA
TPl

u
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A6.2.2 Pocropee cBOCTEL DHTETCIBHEIX P

[MpH wRBopE METATEARHREY CPEI COSIVET PROCMITPMBATE HX CTIOCOBHOCTE BOLISPAEHELTR POCT MUKPOGOPraH -
MOE, THIHYMHEY LH OTEedbHEX canHnn nposvieand e YITH (A5.4).

Ko FovibEO FTOT BRO0D CACTAH, MORKHD CHHTETh, 4T0 POCTOBLE KAMECTRE (NTETEABHON CPeanl M0 OTHOUISHH K
K THUITSHEIM MHKPOOPIIHAIMAM YOTAHORIEH, {A.3.3),

A6.2.3 Hemwranna va apecyTerane DaKTepHUaInE o0 GAKTEIOCTATINEC KM BENIECTR

[Mouxon & CkpaIHUETY {OUSHES) NPHCYTCIEHA GEETEPHUTLHEN W/ WIH DIKTCPROCTITHHSCKHY BEIUCCTH NPHBSIEH
g MOCT P HCO 117371, npracxenne B4, Bansine BAETEPHUEMIHBY WIN DAXTEPHOCTATHMECKHE BELECTH MOKET
GRITE CHEASHD K MEHUMYMY CHSTYIOUIENY oDpaIon:

u) AodamIEHNEM HEATPATHIATORAOE) K NHTATEALHO Cpeoe Wil CMIEEHON BHAKOETH,

b)) vnamesmes DARTEPHLMIHOIT HAH DEKTEPHOCTATHHOCKOID BEILSCTN M3 CMEIRHO RHIKOCTH myTes funsrpa-
wink (A5 5.9);

c) © yMCHBALEHACM KOHUCHTPAINN DLETEpUIIHOITG AN DEKTePHOCTATHHECKOIT BELCCTHA DaIDIRIcHHEM A0
FAKOIT VPORHS, NPH KOTOPOM OHO YRS TCPHET CBOR S4fidse KTHEHOC TR,

B0 MOXET DuITh AOCTMIHYTO YECIUMEHWEM ODBEME NHTATENLHOH CPEME HAM CMBIBHON #EIKGCTH AHDO
PRCTIPEACASHEEM S1HENL NPOIYELRH 10 HECKOMBENM HCTTETATENLHBM KoHTeiRepam (A4 2).

A6.3 Bpemn mealny BoanellcTEREM CTCPRIMIVIONETTD SrCHTE B HCILITAHHAMM HA CTEPRABHOCTE

Heolomkso OPHHATE BCS MePhl, STO0E WCIBITHHNE Hi CTEPHIBHOCTE NPOBCCTH KUK MORHO DRICTRSS NoLIe
CROHEYAHEH BOAIEACTENE CTEPIIH YOS re Rrert ma eauaany npoayknnd sas YW, Echs sgepxsa B nepegse
HOMBTAHHE HEMIDERHA, CieayeT oDECHEYNTE YCIOBME, NPH KOTOPEIX XPAHCHAS S1HEAL NPOAYKIHH HE NPHBOIHT K
HOTCRE MAKPOOPIRHHIMOE WIH H3MSHEHRKD MEKpobHoil nonymonn. Casayer YEasTs MAkCHMLTLHEN  HETERL)
HpSMeHH. 00 Hadats denemanni. [Tpeursoil SHETenbHor CHINECHHRE SHCN MEEDOODTHEIMOR MORET BTh
BEICY MBI HHE EETHA, S4T0 GO00HHO BEITE Y4TERG NPi BeiDope yoaoaril M Bpesenn xpaseHud. CIeiver npHEiaTE 5o
HHAMAHNE, YT0 BEEMAE MERIY JABCPIIEHKEN BOSICRCTREI CTEPHIBEYIOLETO AMCHTE 0 Repeiieil 00pains e KvIbTH-
HHPUHE HHE MOGET ORATETE BEHAHEE H BOCCTRHORISHIE NMOEPESIEHME MEKDOOPIEHEIMOE, BEITHAHHER BOEicTRIE W
CTEPHI YRS A1EHT,

E u 5 '|' FOCT P UCO 11737-2-2003, CTepunusaums MeamumHckmx nsgenuii. Mukpobuonoruyeckue metogbl. YacTb 2. VcnbiTaHus Ha CTepUribHOCTb, MPOBOAUMbBIE MNPV
(I L FE 1T Sterilization of medical devices. Microbiological methods. Part 2. Tests of sterility performed in the validation of a sterilization process


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-11737-2-2003
http://gostexpert.ru/gost/gost-11737-2-2003

rocr r HCoO 11737-2-1003

MNPHISREHHE B
[CITpaBOYHOE )

Buidasorpadms

1] HCO 1348596 Cacremu kasecrsa. Megpumnpcsie wanenma, Hacrune tpefosanns x npusencsmo KOO 9001
150 1348596 Quality systems — Medical devices — Particaler requirements for the. application of 150 90401

(2] HCO 13M55—9% Cacremal kasecri. Menpumrecsne nagenns. Yacruue tpefosasng x npusescang HOO 902,
150 123488 —96 Quality systems — Medical devices — Particular requiremients for the application of 150 9002

E u 5 '|' FOCT P UCO 11737-2-2003, CTepunusaumst MeamumHckux nagenuii. Mukpobuonoruyeckue metogbl. YacTb 2. VcnbiTaHuss Ha CTepUrbHOCTb, MPOBOAUMbBIE MNPV
(I L FE 1T Sterilization of medical devices. Microbiological methods. Part 2. Tests of sterility performed in the validation of a sterilization process


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-11737-2-2003
http://gostexpert.ru/gost/gost-11737-2-2003

roCcT P HCOo 11737-2--2003

YOK 637.132.4:715.47T4:638.513:006.354 ORC 11080 P26 ORIT 54 5120

KomsoriepLle 0B MeIHUHHCKOS OBOpYIOBAHHE, KOMIOHZHTE, CRPLE, YIAKORKA, CTEPIUIHIANHA, HCML-
TAHHA, BHONOMHMECKHE MCNETANHA, ONpeielente, BUTHIANHA CTEPIITHIALNA, KOHTPONL CTEPHILHOCTH

E u 5 '|' FOCT P UCO 11737-2-2003, CTepunusaumst MeamumHckmx nagenuii. Mukpobuonoruyeckue metogbl. YacTb 2. VcnbiTaHust Ha CTepUribHOCTb, MPOBOAUMbBIE MNPV
(I L FE 1T Sterilization of medical devices. Microbiological methods. Part 2. Tests of sterility performed in the validation of a sterilization process


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-11737-2-2003
http://gostexpert.ru/gost/gost-11737-2-2003

Pepakrop M.C, @edopara
Texnnvecxnii peaaktop &/, Mppcanees
Koppekrop ET. Jyasnesa
Kosnwwrepnan seperien FA. Kprecesod

Haz, nmo. M 02354 pr 4072000, Caano 8 nabop 19.01.200]3. Noanncano & neuzre 25022413, ¥er mes. n. 186,
¥ouo-uumo o, L2200 Tupaw 234 axa C 9831 Jak. 160

HITK HWanareawcrso crangapron, 7076 Moecksa, Koroaeinwit nep., B,
ttp:/faoww standards e-mail: info@standards.m
Habipane 1 Hasarenserne ma MT3EM
Panery HINK Hazarenscrsa cranaapros — tun. « Maockonckrd nevatauwes, 105062 Macksa, Jloanwn nep.. 6.
Map M 020102

E u 5 '|' FOCT P UICO 11737-2-2003, Ctepunusaums MeamumHckux nsgenuin. Mukpobuonorudeckvue metoapl. YacTb 2. MicnbiTaHusi Ha CTepUIbHOCTb, NPOBOAMMbIE NPV
[N  Sterilization of medical devices. Microbiological methods. Part 2. Tests of sterility performed in the validation of a sterilization process


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-11737-2-2003
http://gostexpert.ru/gost/gost-11737-2-2003

