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MNpeaucnoeune

Llend, ocHOBHEIE NEAHUANLL KW NODALOK NPOBEAEHKS paboT No MERrOCYIALCTREHHON CTAHOADTHIALMM
yoTamoaneds MICT 1.0—592 «MexrocyapcTEeHHAA CHCTEMA CTAMOADTAIALMK. OCHOBHLIE NONOEEHHRED W
MoOCT 1.2—2008 «MexrocyQapcTBEHHaA CHCTEMA CTaHdaApTHIaUMK. CTaHOAPTE MEHIOCYDapcTBEHHLIE, Npa-
BIANA W PEKOMEHOAUWK N0 MEXMOCYIADCTEEHHOA cTaHAapTHIaUMy. Mpapuna paspatoTrK, NEHHATHA, NEKME-
HEHHR, OBHOBMEHAA W OTMEHE ».

CeepeHWA o cTaKpapTe

1 NOOMOTORNEH SenepantHbibd rocyapcTEEHHBIM YHHTADHBIM NPEaNDHATHERM «BoepoccHlckWi Ha-
YUHO-HCCMNELOEATENECKWA HHCTHTYT CTAHOAPTHIAUWA W CEDTUHKALMK B MAWHHOCTROEHHHy (BHIMMHMALLY

2 BHECEH TegepankHeild aréHTCTEOM MO TEXHWHECKOMY DeryNdPOBaHW ¥ METDONOrM

3 MPHHAT Mesrocy0apcTEEHHEIM COBETOM MO CTAHIAPTHIALWA, METDONOMAA W CERTHRMEALMA [(NPOTo-
kon oT 289 HoAatpa 2011 . Me 407

3a NpHHATHE NPOroNoOCoBaNK:

HPETI‘:DE HARMEHDESHAE CTRAHE KDF] CTRaHB EDKPELL;EHHDE HAMMEHDEZHHE HREADEINEHOrD DRTEHs
o MK {MCO 31648} 004—57 mo ME (WSO 31667 00407 G CTAHAAPTHIALHH

Benapyce BY MoccTEHOART Fecnytnek Benapyce

Kazaxctan KZ MoccTeHOART Fecnybnekd KaaaxcTas

KepraiscTaH KiG KB cTAHOBRT

Paococufckas Benepalis RU PacoTasaapT

YallekncTas Uz YACTEHOERT

TansuEHCTaH Td Tan#HkcTaHaapT

4 Mpueazow PegepantHore aredTCTEA Mo TEXHAYECKOMY DEMNYNHPOBIHMD M METRONOrMK oT 13 gexabps
2011 r. Me 127 7-cT mesrocynapcTeesdsii cTasgapt MOCT IS0 11737-2—2011 apeded 8 A8RCTEME B KAYECTRE
HALWMOHANEHOMD cTavdapTa PoccAckol Senepaund © 1 Alepapa 2013 ¢

5 HacTORWWA CTaHOAPT WOSHTHYEH MEmOyHaApOOHOMY cTaHgapty IS0 11737-2:1998 Sterilization of
medical devices — Microbiclogical methods — Part 2: Tests of stenlity performed in the validation of a
sterilization process (CTEDMNUWIALWA MEORLWHCKAY Kaneniti. MarpobMonoriHeckike MeTodel. YacTe 2. Monki-
TAHHA HA CTEPMNLHOCTE, NECBCOMMBIE NPK BANKIALMK NEOUSCCOB CTEDMAMIALKK ).

CRrafsHdA © COOTEETCTEMM MERIOCYOADCTREHHEIX CTAHGADTOR CObINOYHEIM MERIYHAPOAHLIM CTaHOaD-
Tam NpWBEOeHE B OONCNHMTENEHOM NDHNoseRrd A,

CTengte CcoOTRETCTERS — WOeHTH4Han (I0T).

CTangapT NoOroToENeH Ha OCHOBE NpUMeHaHda [OCT P MCO 11737-2—2003

& BBEOEH BMNEPEBLIE

HMughapsdallus o egedaenuu 6 dedomeue (Npekpawenuy dalomaus) HacmorAwess cmardapma Rybnuky-
SIMCA & eXeMacAyso UadagaeMonM Yrasamene sHauwosansHeie cmandapmey.

MHhapalUus ob USMeHSKURX K REcImosLLeMy cmandapmy nyanukyamcs @ exeaodto uadadacmon UH-
PopMBLLDHHON Yiazamane «Hauuosansiee cmandapmeis, a ey UIMBHEHUL U TONPaeor — @ axame-
CAYHD UISEACMEE UMBODMBLUGHHELY YWa3amenay «Hayuonans ke cmakdapmsis. B ciyYas nepecdampa
LU WTMEHE! HECMOALLESD cmardamma coomesmomayiowan trihopanes Bydem onpyfnurkodana 8 exeue-
CRYMD Ladasaemon UHIBODMALUOHNOM YEaIamane sHayuonansHLE Cmandapmes

& Craugaptdudgropm, 2013

B Pocorickon Peiepaudk HACTOAL WA CTAHGADT HE MOMET STl MONHOCTEK MW 43CTHYHD BOCTDOHIBE-
OEH, THRAMMPOBEH W PACOPOCTPaHEH B KaYacTee ofuuWankHors wigadwa Gea paspeileHia PaiepankHorg
AreMTCTREA NO TEXHMYECKOMY PEryIMpOBaHMIO W METRONOTMIA
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EeepeHue

CrepuneHan NpoOyELMA — aT0 NPOLYELWA, canfonHas oT #HaHecnocoBHby MUEpoopraduamos. B co-
CTEETCTEHK C TPEeDoBaHKnAMA MEKOYHAPOOHEE CTAHJAPRTOR NO CTEPMNHIALAA MEJUUMHCKKE MAOEni npM
MOCTABKE CTEPHUNBHEX HAOEMAR HX CNYHaRHaA MUKPOSHONOMAYECKAn KOHTAMWHALKA OT BOEX MCTOHHH KO Ne-
ped cTeEpHNMIAUMER GoN#Ha DbiTe CEBEQEH K MAHKMYMY BCEMK BOIMOEHLIMKA cnocobamn. Ho gake npa Ta-
KOM MOOXo0e OTOEMNoHBIE SOMHWLE NPOOYKUMK, HIFOTOBMEHHEE NDH CTAHOADTHEX NPOMIBOOCTEGEHHEX
YCNOBKWAX B COCTRETCTEMM C TREDOBaHWAMK K CUCTEMAM Ka4ecTia MEdMUKHCKKY HADENKA, MOryT Nepeg cTe-
PUNMIALAER COQERKATE HEDONEWOE KONHHECTRE0 MUKDOODTAHMAMOB. TakHe e0HHRLLl NROYEUKK ABRNAKTCA
HECTEDH MM b KA.

Llens cTEpMnKsaUMoHHol obpaboTik ABNAETCA MHAKTHBALWA MAKDPODHONOMMYECKMY KOHTaMUHAHTOR
ANA NPEBRAWEHKA HECTEPHMIEHSR NPOOYKLMK B CTEDHNEHYIO.

FIHEKTHMEALWMA HACTEN KYNETYD MAKPODDIEHAIM0E DHUINHECKAM A WHNH XAMAYECHAMKE aNEHTAMK, MCNONk-
SYEMBIMM NEW CTE DHNA3ALME MEORUMHCKHE HIGenKME, 4acTo NpHENKEEHHD ONUCEBAETCA JKCNOHEH LMANbHEIM
IAKOHOM, T. &, HEIABMCHMO OT CTENEHK NPUAMEHEHHOR 0GpaboTr BCEME CYWETTaYET KOHEYHAA BEQOARTHOCTE
TOMD, YTO MAKDOODTAHKIM MOMET BeCEHTE. B KOHKDETHOM cnysas obpaboThk BEPOATHOCTE BhblMHEAHMA ONpege-
NAETCA YHCNOM W PESMCTEHTHOCTEID MHUEPOIETAHMAMOR, 3 TAKKE YCONoBHAMK, B KOTOPEX OHM HAXCQATCA BO
ppemA 0bpaboTed. W3 3Toro cneayeT, 4To CTERMNLHOCTE NI0S0E W3 80 MY NPOEYELWM NoCne NpoLecca cTepu-
NAAALNA HE MOKET DbiTe TAPAHTHDOEAHA, W CTEPHMNEHCCTE NPOLYELMK AGNHHA BblpaHaThCA Kak BEQORTHOCTE
HANMHYHA HECTERWNbHbIX BOHHKLL.

TpeDoBaHKA K CHCTEMAM KaYeCcTEa NPY NPOEKTHROBAHWK, pa3patoTe, NPOMIBoOCTES, MOHTaKEe W ob-
CNYHHBAHAM MEOMUMHCKOR NpodyEuire npueegeds: 8 150 9001 w 150 2002 copmectHo c IS0 13485 [1] w
IS0 13488 [2] cooTRETCTEEHHD.

CranfapTe cepud 150 9000 onpegenAnT HEROTOPLIE NPOULECCHl, MCNONBIYEMBIE B NPOWIBOACTES, KAk
CRELUHANEHBIE, BCNH WX DEAYIETAT HE MOMET GblTh NONHOCTED NDOBEPEH NOCNEDY OWHM KOHTDOMEM M MCNETa-
HHEM NPCOYELAK. CTEDHNMIALKA ARNASTCA NPHMEDOM TAKOTD CNELMANEHOMD NPOLECEa, NOCKONBEY & adpek-
THBHOCTE HE MOMET ObiTe NOOBEPEHA KOHTROMEM W WCNLITAHMeM npogyeurd. Moatomy Oo seoga
oBODYROEAHWA B ILCANYATALKIO CREgyeT BalfoNHWTE BANWIALHID NPOUSCEOE CTELHNMIALMK, 8 BO BREMA JKC-
NNYaTALMK NEORSOMTE TEKYLLKA EOHTRONME 1 TEXHMYeCcKse ofcnysmBanre oGopynoBaHMa.

Mpouenyobl BANKOAUMA ¥ TEKYLLLEND KOHTPONA NPOUSCCOs CTEDHNMAALWA MEegHUHHCEOA NDOOYELEKA NDH-
pegeHsl B SO 11134, 150 11135 v 150 11137, MNMpouscc BannOau9s MOoMeT COCTOATE B TOM, 4T0 MEed U HHCENE
MAOENKA NOOBERTanT BOAJERCTEMI0 CTEDHUNMAYIOWETD AreHTa NDW DEXHUME, OTHOCHTENBHO MEHEE CTROMOM,
YEM B TERYLWER CTepHnMaaunoHiol obpabotie, YTobel NONYYHTE JaHHLIE O PEIMCTEHTHOCTH K ATOMY areHTY
O0BMHOA ONA MEJHUMHCEHX H3DeMHH MEEKPOBHMONOMMHEcKOn KOHTaMuHaUKE. Nocne 1888 DLEHWA TAKOTD BO3-
OEACTEWA MEOMUMHCKME HIOEMHA QOMKHE AHIWEMIYANEHD WCNBITHIBATRCA HA CTEPUNEHOCTE B COOTBETCTRHM &
TpeboBaAHKAMK HACTOAWEND cTanfapTa. NMpHMEDoM NEMMEHERHA TAKOMD KCNMHTAHWA ABNAETCA YCTAHOBIEHHE
CTEDHNAIYIOWER 0036 SOMNYYEHRA NP PAAKALMOHHON CTEDMNMIALMK K JEMOHCTRALMK O00CHOBAHHOCTH Ta-
Kol goak (IS0 11137, npunoxenne B).
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M E M o C ¥ O APOCTUBTEMHH®B H C T AHOAPT

CTepMnMIauMA MegHUMHCKHX HIOenHin

MHAKPOBHONOMAYECKME METOOLI
HaecTe 2

WenLITAHKMA HA CTEPHNLHOCTE, NPOROAMMELIE NPH BANMAALKMKN NPOUGCCOR CTEPUAWIALMA

Eterilization of medical devices. Microbiological methods.
Par 2. Tests of steristy performed In the validation of & sierilzation process

fata Beenessa — 2013—01—01

1 OBnacTs NpUMeEHeHUA

1.1 HacToRWME CTaH0apT yoTadanndeaeT ohwMa NopRacK HCNBITAHMA Ha CTEPHUNBHOCTE MEIMLMHCKAX
HAOENWA, NOABERIHYTEN TAKDMY BOIGSACTEMIO CTERHNNIYIOWEND areHTa, KOTODLIR ABNASTCA YA Tl NpoUScEa
CTEPUNKIALMA. ITH HCTNBITAHAA NPOBOGAT NEH BAMNWOALWK NPOLECea CTEPMNHIALMK.

1.2 HacToawmi cTasgapT He LacnpoCTRaHASTCA HA MCNEITAHKA HA CTEPUNEHOCTE!

a} Npu TEKYLLEM BINYCKE NPOAYKUKK, NPOWESOWIEH CTERHNINIALMID,

b} drapMakonedHele HCNETIHKA,

MpAarMedade — BeNoNHEHWE NEpEeYUcneHAl 8 v b} He AenaeTch TpeBoeaHraMA 150 11134 150 11135 wnu
150 11157,

€) KyYMETHEMpOBAHHE BHONOTMHEcKNE MHOWKATOPOB, B TOM YWHEME MHOKYTHPOBAHHON NPOQYKLAKN,

MpAarMedaHd#e — MeToOH £¥NETHAMBEOESHHEA GHONOTHYECEHE HHAMKATOPOE — no |50 11138,

2 HopmaTUBHBI® CCLINKK

B HacToAweM CTAHOARTE MCNONeI0BAHE COBMKN HA CNEaYIOLHe CTAH0apTE.

120 90011894 Quality systems — Model for quality assurance in design, development, production,
installation and servicing (CHcTemel Ka4ecTea. Mogens obecneqdaqyn Ka4ecTaa Nox NPpoeETHROBAHWH, paspa-
GOTKS, NPOWIBOOCTEE, MOHTAME W oBCNYHMBaHAH])

IS 9001:2000 Quality management systems. Reguirements {CHCTEMBl BMEHEKMEHTA KadecTea. Tpe-
CoBaHMA)

150 8002:1996 Quality systems — Model for quality assurance in production, installation and servicing
({CHCTEMBl KadecTea. Mogens ofecnaseH A KaHecTea Noy NPoXIa0aCcTee, MOHTIAME M OOCNYIKMBAHAH)

150 8003:1994 Quality systems — Model for quality assurance in final inspection and test (CxoTema ka-
vecTea. Mogene ofecneqerna Ka4ecTEa NPKY OROHYaHMA KOHTRONA H MG TaHWAX )

150 9004:1987 Quality management and quality system elements, Guidelines (YNpapnesua KkadecTaos
W ANEMEHTEl CHCTEMBI KAYecTaa, PykoBoacTea)

IS0 11134:1984 Sterilization of health care products. Requirements for validation and routine control.
Industrial moist heat sterization ([CTepunuaaumMa MeEgUUMHCESA NPOAYKUWA. TpeBoBaHKA K BANHOALMA 0 TEKY-
ey KoHTRomo. NPoMEBILNEHHAA CTEPUMMIALKA BRAMHLIM TENNoM)

120 111351994 Medical devices — Validation and routine control of ethybene oxide sterilization (Megu-
UKMHCHAS M3nenys. Banngauqa ¥ TekyLMi KOHTPONEL CTERMMRIALKA SKCHAOM ITUNEHa )

120 111371995 Sterilization of health care products. Requirements for validation and routine control.
Radiation sterilization (CTepunuzaumn MELWUMHCEDA NEpogyklnl,. TpebosaHus K BaNWOauHH i TEKYLLEMY KO-
Toon. PaguaukoHHan CTEpHMNMaanmKa)

HinanHe oppMUHANBHO®
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IS0 11138-2:1984 Sterilization of health care products. Biological indicators, Part 2. Biological
indicators for ethylene oxide sterilization {CTep«niaaLAae Mg« LAHCESA NDODVELAN. BHONOrHYecEie MHOHKaTS-
pit. HacTe 2. BAOMAOTHYECEME MHOHKATODEL ANA CTEPMNH3aLME OECHO0M 3THNEHAa)

IS0 MT37-1:18085 Sterilization of medical devices. Microbiological methods. Part 1. Estimation of
population of microorganisms on products (CTEpMNMIEUNA MEQWLKHCKHME Kanensi. MukpoGuonaridecEre ma-
Tome. HacTe 1. OugHka NoNYNAUMH MEKRODPTAHAIMOE 43 NPOayELKK )

ISOVIEC Guide 25—90 General Reguirements for the Competence of Calibration and Testing
Laboratonies (O0wWKe TpeGoBaHKA K KOMNSTEHTHOCTA NOBEDOHHEIX W MCNBTATENEHEE NabopaTopriA ).

3 TepMUHBI U ONpegeneHUA

B HacToAWEeM CTAHOSPTE MCNONLIVIOTEA CNEYRLME TEDMMHE! G COOTRETCTEY L MM ONDELEnSHAAKMN .

3.1 aspobHeli MmuEpoopradnam (aerobic organism Muspoopranmassl, MCNONEIYVOWAWE KRCNopog
B KA4eCTEE KOHEYHOMD aKUenToDa IMekKTHOHOE NP METASONMIMe W DACTYUME TONBEKD B NPHCYTCTEHM KHC-
nopoga.

3.2 aHas’poBHLIA MUKPOOPraHMam (anaercbic organism) MUEpOOPradkane, HE MCMONLIYIOLWWE KAC-
NOQOQ B KEAYSCTEE KOHEYHOMD AKUENTORE INEKTROHOE NPH MeTaGonMasMe | PAcTYLWHE TONLES B OTCYTCTRHE KWC-
napoga.

3.3 WCNLITAHME Ha DaKTepHoCTaTHYeCKoR/pYHrMCTATHYECKD® AeicTeMe (bacteriostasisfungistasis
test) Moneimasne, NPoOacaMMos Ha BulBPaHHbIX MUEDOCETaHHMIMAER C LENBI0 oDHapYReHHs BRLWECTE, MHMHBMDY-
KLU (3AMESNAIOWNY ) PEMAHOHEHAE STHX MUKRPOODTaHKIMOR.

3.4 yocnoBMA KYNLTHEHPOBaAHMA [culture conditions) ¥oTaHoRNEHHOE COHETAHWE YONORAA, BRMICHAI0-
Wee NMTATENSHYIO COeny, BOEMA ¥ TEMNEATYRY HHEKYEALMY QNA YCROPEHWA DOCTA W DaIMHOHEHHA MUEpDOoD-
raHMIMOR,

3.5 thanyNbTaTHEHLIW MUKpoopranuam (facultative organism): MUEpoopradnas, cnocobHeN KaK K ad-
poBHOMY, TaK W K aHaspobHomy MeTatonmamy.

3.6 noxmHoOTpUUATENLHLIN peayneTaT (false negative): PeayneTaT MCNuITAHWE HA CTEPNNLEHOCTE, NDW
KOTOPOM B A8ACTEMTENEHOCTH NONOMHTENEREIR De3yNETAT HHTEDNDeTADYETCA KAK OTRHUATENLHEIA,

3.7 NoRHONONOKUTENEHELIM pesyneTaT (falze positive): PeaynsTar WCNHTAHWA HA CTE DANLHOCTE, N0
KOTOPOM B ASRCTEMTENBHOCTH OTRHUATENEHLIA DEIWNLTAT MHATERNPETHRYETER Kak NONCHHTENLHBEIA,

3.8 McnbiTaHMe Ha ycHopewde pocTa (growth promotion test) Meneradne ¢ uent0 nogTeepsneH9wa
TOMD, 4TO aHHaA NHTaTeNsHaA cpEda NOGOSPHHEAET POCT MARKDODRIaHMIMOE.

3.9 npogyrumanpoaykr (product) Obwee NnoxATre 4na oDoIHAYEHWA CHPER, NEPOMEMYTOHYHBIX Npo-
OVETOR W FOTORLIX MEOMUMHCKHY HagenHi.

310 egMHMUa NpoayEUEE (prodoct unit) MeguuWHckaa NpooysLMe, KOMINEKT H30ENAE MNHe KoMNo-
HEHTOR 8 NEDEHHHCH YNAKoBKE.

311 vacTte npogyrudy ana ueneiradni (MNKA) (sample item portion, SIP) OnpegenedHan 4acTe aium-
HHLEl MEOMUWHCKON NDOOYKLAA, HCNONsayeMan NEn MenbTaHnax.

312 WCNBITAHME HA CTEPHABHOCTE (test of sterility), MoneiTadke, NpoBoaMMOE NPW ONPEOeneHHe X
YENOBEAAX KYNLTAEHPOBEHWA C UENLHY ONPEOENSHia HANWMYHA |MNK OTCYTCTEMA #MIHeCNOCoOHBIX MUEDOoDTa-
HHAMOB B SOWMHKLE NDOOYELMIA (MNH 88 Y3CTH).

4 QBuWwue NONoOXeHWA

4.1 JorymedTauma

4.1.1 TpH HCNBITAHHAX MEJHLEWHCKHE HA0ENAHE Ha CTERHNEHOCT B O0MHHE NDMMEHATECA JOKYMEHTHDD-
BAHHEE MHCTDVELMA, OXEATIBANULAE NPHMEHARMBIE METOOQWEH MCNBITaHAA 4 paBoTy Ha COOTBETOTRYIOLLEM
oBOpYEOBAHWH. ITH QOKYMEHTHPOBAHHEE HHCTRYRLMH J0NHHSE YTEEDHAATECA M NEDecMaTPHBATECA B COOTEE-
TETEHA ¢ 1S5S0 2001 wrn 150 2002,

4.1.2 NokyMEHTUDOBAHHBIE MHCTRYELKA, NDEOYCMOTDEHHBIE HACTOALMI CTAHOARTOM, OOMMHB BLINGN-
HATECA 3DDEKTHEHO.

4.1.3 XpaweHne NPOTOKONoB WCXOOHLIX OaHHbIX, PEIYNLTATOE W 3aKMCHWTENbHLIX OTHETOE — N0
SO 9001. MpoToKanbl ACNHHE BEMOY4ATE GaHHLIE 0 NEDCOMane, yYacTeopaswen B oThopa npof, Wy nogroTos-
KE W MDOBETEHRH HCNB TAHHA.

2
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M PAMBYEHNZ— nﬂI:I{F.'EHMHDE ofECnaqHeH@E, NEpHMeHAEMOE QIR NCNYYHEHAA W Nepenasdd SECNeduMeHTaNs~
HEE QAHHEX, 10n#HS OsiTe BAMUOHPOEAHD Nepel HCNONBI08BHAEM.

4.2 Mepconan

421 OTBETCTESHHOCTE 33 NPOBEAEHHE MCNHTAHKMA Ha CTEPHNEHOCTE A0MHHA GhiTh BOINOWEHA Ha Che-
UMansHsA NepooHan, kak ato npegycmaoTpedo a 150 2001 waw 120 2002,

4 22 OfyyeHue Nnepcolana cnegyeT NosoOMTe B COOTEETCTEMW C OOKYMEHTHROBAHHEIMK NpoUSypa-
MK, 8 NPOTOKOMNE ATTECTALMH, OBYyHEHKS U OUEHKK aHAHKA NEpCoHANa JoMsHEl DbiTh YTREDHMOEHE .

4.3 O0opyooBaAHAE W MaTEPHANEI

431 [OnA Toduons NpoEedeHus MCNETaHME KW MaMepeHini HEoBE00 MO MMETE B HANWYKK BECE NEPEYeHE
QE0pYOOBAHMA.

4.3.2 Obopyoopanue, KOTopoe TpeGyeT NNaHoboro TEXHMHECKOTe oOCnyMHBaHHA, JonsHo obcnysn-
2aTLCA B COOTBETCTEMM C QOKYMEHTHPOBAHHEIMK NpoUyeaypan . NpoTokonel 03CNYHMBAHMA ZONKHE XPAHHTE-
CA.

4.3.3 HecbxoanmMo yCTAHOEWTL, QUEYMERTHPOBATE W ¥TEEROHTE HberTUBHYID CHCTEMY KannGpOBKK
Boex NpUoopos, NPEIHAIHAYEHHBIX ONA HIMEDEHHA W KOHTRONA, B COOTRSTCTEWA ¢ IS0 2001 1w 1S5S0 2002,

434 [Oontssel GolTe YETAHOBNEHE # O0KYMERTUROBAHE METOAR! NEWMOTORMEHWA ¥ CTEDHNA3ALWA Na-
GOpaTOpHBIX CTEKSN, NHTATENLHEIX CHE0 W CMBBHEX #MHAKOGCTEN, HCNONLAYEMBIX MEKM NPOBEIE HKK MCNLITAHKA
Ha CTEQHMMEHOCTE, BKNK43A COOTEBETCTEYIIWLMA KOHTRON: WX Ka4ecTEa.

4.3.5 KOoHTpONk Ka4ecTea KEwOon NapTHKn NMTaTeNsHOR Coedkl AOMKaEH BENKYATE MCNHTAHWE Ha yoKO-
pEHHE pOcTa.

5 OTBop W NOAroTOBKAa eAMHWUL NPOAYKLUMK ANA HCNbITAHWA

51 OTGop

2.1.1 OThop eadHMLEl NDOOYELHK

Mpouenype OTE0RE W QOCTABKK NPOOYELMKA ANS NPOBE0EHUA WCNBTAHWA GONHHL GbiTh TAKMMA, 4TO0L!
ATH BOWHMUG NPoOYELMK DMK TANKYHLIMGA BNA TERYLLEND NPOWIBCOCTRA.

5.1.2 YacTe NpogyELKEK 0nA wonsiTaHEa (HIT)

UM cnegyeT oTEWpaTe Tak, 4T00R OHA A0SKBaTHO OTDARANS MUEDOGHYIO KEOHTAMMHALWG BOETO Wade-
nKA.

Ecnu AoKa3aHo, 4To MAKPOODraHWIMsl DACNEE0ENEHE B NPOOYELAM PABHOMEDHS, TO HITH moweT BulTe
BIATA W3 MOGOMD OTASNLMONS MECTa BAMHKLL NPOOYEUWE. B npoTrasom cnyYae YN gomkHa DeiTe cocTasne-
HE W3 HECHOMBKWY YACTEA NPOSVELWA, BeISpaHHBLX CryHaiHM oOpaiom.

Mprmeyad«e— Kpurepus aoskeaTHocTy MM onpeaenesw 8 CTAHGAPTEL, Cogep=awny: TRef0aaHMA K 8ENNH-
DAUWM M TEKYILEMY KOHTPONK NDOUECCE CTERMAM3AURN.

5.2 YnakoBka eguHuy npogykure i Y

MpK HEOBXOOMMOCTH NPHMEHEHWMRA YNAKOBO0YHEIX MATEDHAN0E WIMNK METSOOE YNAKGEEH, OTNHYA0WLMKCA
OT MCNONEIYEMBEIX NPH TEEYLWEM NPOMIBCOCTEE, OHW J0MmEHL obecneqdHeaTe:

a) NpegyCcMOoTPEHHYID CTENEH: 0GpaboTi egWHMLE NPOOyYKWHK |Wnd YK cTeprnUIvioWMM areHTomM,

b} coxpavenns MUEDoBUoNOrM4eckol KoHTAMMHALMH eO0MHUUE NPoayELEs 1wk YN Ha ypoowe, KoTo-
Pl Oeln g0 YNakoBKK,

C) 3PPEKTHEHOCTE NPOHWEAHMA CTEQUNWIVIOWErD AredTa B a0dHELy Npogyidian Wnd YW, asanondd-
HYIO YIAKOBKE B TEEYLLEM NPOWIB0OCTRE.

6 McnbiTaHKMA HA CTEPUNBHOCTE

E.1 Mpy NPOBELEHKH WCNBTAHWA HA CTEQMNBHOCTE CYLWECTEYIOT 082 OCHOBHEIX NOOX00a;

a) NEAMOE NOTPYHREHHE NDCOYELIKKA B NHTATENLHYIOD CRENY WK NATATENLHOW Coe0E B NDOOVELKIO & No-
CNedysled nHEyDaume;

B} HIBNEYEHWE MUKPOCETAHMAMOR W3 NPOAYELHAK CMEBIHWEM K NEDEMEWEHWE WIBNEYEHHbBIX MHKROOR-
FAHAIMOE B YCNOBWA KyNETHBMDOEaHHA.

6.2 [AnA eoHEpeTHOR NPoOyELKKE 0MmeHEl GRTE ONpeaeneHs M 3afuicrpoBans CNegyiowW e fakropes,
BAAAGWLME HA PAIPAGOTEY METOEE MCNBITAHHA Ha CTEPHUNBHOCT!

a) 4acTe (YACTH) NEOOYELMA, CTEDUNEHOCTE KOTODBIX GO03HAYABTCA HA ITHEETHE,
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b) dmanyecxan WUNK XMMHYECKaR NDMPOOa KCNLITYEMOR NPoOYELMK,

C] BEPOATHEIA BAD (BWOE ) MAKDOCDIAHKIMOB-KOHTAMMHEHTOR M WX MECTOHAXOHIEHAE HA NOBEDXHOCTH
MM BHY T NPOOYKLAH.

6.3 Ecni MUKDOORTraHuaMel iIENEKA0TCA W3 NPOOYKUFK NEpa] WX NepeMElleHuEM 8 YoNoaHA KyNeTHEH-
pPOBAHWA, CNeayeT TAkHE NPHHAMATE BO BHUMaHHE!

a) Bebop COOTRETCTREYIOWER COMBIBHOMN MUOKDCTH,

b) 3hEekTHEHOCTE METOOMKA MAANEHEHHA MEKPOODIAHAIMOE-KOHTAMUHAHTOR CAMBIBAHMERM,

Cl BAKAHKE METOOQWEA CMEBIBEAHMA HA MHIHECNOCOBHOCTE MUKDOSDIAHMIMOB-KOHTAMHHAHTOS,

6.4 Ecnd oUIHMYeckan MK XMMAYSSCKan NDMPoOa MCNeITYEMOE NPOaYELKA (6.2 D) TAKoBRA, 4TO NDH WCNkE-
TAHKMAKE MOMYT BaI0EMNATECA BEUBCTES, HEMATUBHO BNUAKWWE H3 ONDEGENESHHE YUCNA WK BN00E MWKDOOpra-
HHAMOB, CNegyeT NEedycMoTDeTe METOOLI HERTDANWIALMK HNH YOANSHWA ATWX BELWECTE, 8 SCNK 3To He
NEedcTABNAETCA BOIMOMHEIM — METOOL MAHHMAIALHH KX BNWAHWA. SgHpekTHEHOCTE TakME METOO0E O0MEHA
OkiTe NOOTEESDMOEHE.

6.5 YonoewA EyNETHBEMPOBAHMA JOMKHE DeiTe BeiDpadel nocne Toro, kak OyOyT pacCMOTDEHBl BHMOE
Npegnoiaraebls MEKPOCEIAHMAMOB-KOHTAMHHAHTOR, PeayneTaTe TaKkorn paccMoTpeHda W ob0CHOBRHE
NEHHATEIX PEWEHHA O0MmEHbl GRiTE QOEYMEH THROBAHG.

7 OueHka MeTofda UCNbITAHWA Ha CTEPHUNBHOCTE

7.1 MNpurogHocTe MeToOoR, BebpaHtex ONA WCNBTAHKA HA CTERMNEHOCTE, JoNKHa DelTe OUeHEHa, 3
pPEINETATE OUEHENM QOM#Hb BeTe O0KYMEHTHDOBANB (4.1 3).

Mpumedanwn
1 DeAcTEMA. NPEANPHHUMEEMEE N0 G4 W 6.5, JONSHE CEECTH K MAHKMysY NORENEHWE NOSHOGTRALATENEHEIX pa-
AYNeTATOE

2 I'I|:-|.1 NrogeqeHEd HCNETEHEA I:Iﬁ:p"IEHHEIM W BTTECTOBEHHSIM NapodHANOM PHCE NOAYYE HEA NOXHONONOHHETENE-
Hzld DPEIYNETATOE MAHWAMANEH.

7.2 OnA pHECeHWA MIMEHEHHHA B METOO MCMEITAHKEA HA CTEPHNEHOCTE HE0BXODWMO OhMUHANEHD AHANK-
IMPOBEATE MAMEHEHHS B NPOJYELUWMA WIANH B NPOW3IB0ICTERHHOM Npouecce. ECnK aHania yraawBaseT Ha Heob-
¥OOHMOCTE TAKWMY WAMEHEHHA, HeobxoOHUMO NOaTOPMTE NpoUEaYPR, NPHEEOSHHEIE B paigens 6.
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MpunosaHue A
{cnpaBoqHoe)

PyKoDoAcTED NO WCALITAHWAM HA CTEPHALHOCTE, OCYILLBCTEMNAGMIIM
npH BANHAAUMK NPOLECCa CTORMAMIALMWM

A1 BeepenMe

HacToRwes pYEOBOACTEO N0 BRNOMHEHAK NPHEENEHHE X B CTAHOAPTE ToefoEaHUA He ABNABTCA MCHEDNEB3HW AL,
=HO JCEBELAET 2aMHEE BONDOCE], HE KOTOREE CReqQyeT GEPBT:‘!TI:- EH@ManHE.

370 NpHUNOMEHHE HE ABNRETCA KOHTPOMNBHEM NoOCODWEM ONA OWeHEW COOTEETCTEMA MCNETEMMA H8 CTEPUNBHOCTE
TpefoaasMAM CTAHLAPTA.

A2 ODBwKe noNoweHHA

A 21 CHcTembl HKA4eCcTEA AnA naBoparopui

Ana neny+esMR HEJEHHEIX W BOCNDOWZE0AMMEE JAHHEIX NCMETAHAA H3 CTRPRMEHOCTE MY #ecdxogumo NpoBoguTs B
HOHTRONMpyerb yoenoedAx. lafiopaTopHoe oBopydoBEHHE GNA HCNETEHHA KBE Y MANOTOEWTENA ME0HLMHCKOND NEIENURA.
TAK M B SEYIOM MECTE CNedyeT SKCNNYETHROEATE B COOTEETCTEMA C A0EYMEHTHPOBAHHOR CHCTEMOR KEHECTEA.

Ecne WCNBTEHWA HE CTEPMNEHOCTE NPOBOGATCA B NafopaTop«u nog NPAMEM DYRCBOACTEOM HIMOTORMTENA MEIH-
GUHCHOMD W3AENWA, To pEGOTY cNegyeT OCYWECTENAT: B DEMEEX CHCTEMBl KEYECTEA MArOToORMTENR. Ecne wcnonedyeToR
BHEWHARA NADopATODUA, TC PEKOMEHAYETCA CHMUMANEHO BTTECTOBATE B8 N0 COOTEETCTEYH W EMY MEXQyHEROGHOMY CTEH-
LapTy (HanpumMep, ISOVIEC Guide 25).

NeGod natopaTopsu cNegyeT NPUHAT: 08A3ETENECTEO0 OREIRIBATE YCNYIHM No 0B e CNewe M0 KAYECTEE, W 5TO CNagy-
2T QOKYMEHTHDO2ETE E (OpME NONMTHES KasecTed. NonHoMoMMa W 0TEETCTESHHOCTE 8 NaGopaTopHE AonHHEl SeiTe per-
NAMEHTHPOBAHE U OCpMNESE OOKYMEHTANsHD., OTESTCTEEHHBIR 33 pa3palorTry cecTeEMbl KasecTEa 8 nadoparTopus
OoNH#EH MMETE JOCTATOMHEIE NONHOMOYHAA SNA BNONSEHHA 3TON CHCTEME.

Fafora nafopaTopun NOONEEUT DETYIAPHOMY EHYTREHHEMY BYQUTY. PE3yNeTaTH BYGUTE QONKHE OOKYMEHTHpO-
BATECA W DACCMAETPHEBATECR PyL0s0dcTeEOM nadopaTopnu.

Bones NENHaA MHPOPMALAA NO YIPAENSHUH KEMSCTREOM NPKESOSHE B 150 D004, TpedoBaH#A £ CHOTEMAM Ka4acTES
ana nadopatopuid — no ISOVEC Guide 25 TpedoBaHMA K CHCTEMAM KEYECTER NpW NPOWIROACTEE MEJWURHCKAY Hage-
N — no 150 13485 w 150 13484,

8.3 DBopyAOBAHME W MATEPHAN LI

831 InexTpoHHAA oODpAGOTHA DAHHBX

£.3.11 KoMnewTepsl MOryT MENONB308a8TECA B NEB0DaATOPEAR ANA NPAMOrD W Henparoro cBopa, oSpaloTre wikMnu
APAHEHUA AakHsIX. W olopyOoBaHEe, W NpoOrpaMMH0e odecneyesue cnegyeT NpoeepaTe.

£.3.1.2 OnA @enone3yeol S0MIEDTERHOR CHECTEME , BENGYAR 0500y A0EEHME U NDOTPaMMHOE OfeCnaweHnE, CNE-
OYET HMETh QOKYMEHTUPOBAHHOE ONHCAHKE, W NG Ee W3MEHEHHRA, KACAUAECA WY, CNedyeT GOKYMEHTHROBATE i COOTER-
ToTEyHW M obpasom yTEEPAWTE.

Ans nporpaMMHGRe abecnesasna HeoBEo0uMo WMETE:

- NPHENS4HEIE NDOFDAMME, ACTONB3YEMEIE B KOMNBEITERHOA CHCTEME;

- ONEQAYHOHHEIE NEOTPEMME;

- MONONBIYEMEIE NAKETs QaHHBIE.

£.3.1.3 MpurogsoeTe NporparddHoro oBecneqedna onA chopa, oBpaboTi @iiny XpaHEHHR O8HHERE CNeayeT yoTa-
HOEWTE 40 HEYANE &rd HoNoNs30BasMA (S0 9003),

5,374 CepuAHse NakeTel NECIPEMM CNEQyaT NoLrOTORNTE B COOTEETCTEMM G CHETEMOA KaYeCTEE no 150 9003,

£.3.1.5 KomnewTepHos nporpaMmyce obecnededue, paapaboTEHHOE NONE30BETENEM, JONMHO TEREHTHPOBATE!

8) COXpEHHOCTE JOKYMEHTAUMM Mo paspaBoTee, BRNK4aR CACTEMY NPOTREMMUROEIHUR

b) COXpEHHOCTE NDOTORGNOE NPUEMOHHELE WENSITAHMA;

C] OOKyMEHTHPOEIHWE WIMEHSHHA NMDGIF A,

d} OOKyREHTHPOBIHWS HIMEHEHHA B 0D00yI0BIHHA W WK ODUUWANSHYED NPOSSpEY NeDEeD HEYANMM HCNoNe30B3HMA.

31i TpeloBEAHHA CREAYET TAKHS NPMMEHATE & NGOy M3MEsesUD HNE HACTDOAKS CEDMAHE X NAKETOE NROrPaMM.

5,316 ChRegyeTnpeaycMoTpeTe Cpe0cTas obMapy R eH A M NPEAOTEPBLYSHAA HACIHELNOHAPOBAHHOIT MAMEH BHUA
NporpaMMHEN afecneueH ia.

85,317 NMporparmice obecneqedde. KOTOPOE MOTORMT, KNACCHpMYMPYET, NEPEACTEENAET GaHHKE OQNA CTETHCTH-
HECKOR WK gpyrol maTenmaTiyeckol obpaborer nebo wheim cbpasom cpataTelBaeT @AW AHANWIMRYET AEHHEIE, XPaHH-
WHECA B N3MATH KOMNBsITEQRE. OOMWHE OGECNEYHBATE BOCCTRHOBNSHHAE NPOMERYTOWHEN §33 Qa8HH=IX @ OOCTYR K
ACEGOHER 0aHHEM. MoryT noTpeSoBaTech cneyqanes50e NPoUE QYR 3PEHEEROESHMA LOMNENTEDHEIE DAHHEY, KOTOpRIS
CReayeT QOKYMEHTHROEATE.

A3.2 NaGopaTopHoe obopyaoBaHMe

Ana kawood egeHeup natoparopHone afopyoBaHHA CNEAYVET HMETE Q0YMEHTAUWK & TPEOOBIHAAMU K TE XHRHEEL-
sosy abenysueasus.
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Nipfoe ofopyd0BEHME MNW 870 Y4ECTH, KOHTAKTAP VIOLWKHE B0 EPEMA BCNEITAHRA © NPOGYEUMER, CMEBBHOR HAQE0CTERND,
NATETENBHEMHE CREGAMA W T. 0., CNEJYET CTEpANMICEATh.

A.3.3 NuTarencHsle cpenk

Mo NEUICTOENEHWK NATATENEHEIX CPE0 W CMEBHEE MUOK0CTER, ACNONEIVEMER LNA WIBNEYEHHR MHEPODPras9 3-
MOE |43 NPOSyEYME, Hecbiogumo ofecneqsTe i CTERMNEHOCTE, KOTORYH CNESYET NPOdEMOHCTRRPORETE CRegy UM ob-
paZON:

) W wHEyD2UWeR NpH COOTERTETEYILME TEMNERATYPEE 00 HEHANE WCNONEI0BAHEA CRE0 WKW OOHOBDEMEHHD C M-
NoMEI0BIHMEM

D) BANWAALWER NPOLECCE CTEPHNMIALRN.

Onaonpegenesna cnocoBHOCTH TUTATENEHOA CPE0E NOAOSDHHEEATE POCT MUKRBOOPT 8 HHIMOE NRPCEOGAT CNeITAHWA
HE YOHOPEHWE POCTE JNA KARL0A NERTHM NHTATENBHOW CPEOE CHCNONEIDEEHHEM OB CEMEHEHMA MANE M KONAMSCTEOM Bki-
GpaHse e MAEpcopradkaMos (o1 10 go 100 konosnecpa Iy WK eanHng ).

ONUCAHME BCNEITAHWA H8 yOROPEHWE POCTE OOk YHO SABTOR B MEDMERONEA HEIE MOHOTPAMWAK, YEAIRIBEHILIME, Ka-
KiHE MAWEQOOPIEHWIMB! MOTYT ACNONE308ETRCA.

Al ﬂfﬁ-ﬂ-p W NOAroTOBHS a0MHMY NPOAYKLUWE QNA BCNBITAHAR

Ad 1 Meton oThopa efHHAL NPOAYKUAMA ANA BANHABWHA

Metoq orlops e4MHUL NPOOYELWH SNA BANKIEYMK NOOUSCCE CTEPMAMIAUMKM MOKET BAMATE HA NOMyHEEMES pe-
AyNeTaTe. NpeanouTHTENEHO GTEHPATE BAHHYUE NEOAYHUHA CRYY3AHBIM $ODE30M @2 NAPTHHE. XAPAKTERHOA GRA NPoWIa0-
ACTEEHHEIX TEXHONOMWE M YCNOBWA. B HE X DO Hel HhiTe BEMRYSHE £4UHE Ul NPOSYHYW W GAHOA NERTHN, NPOWIBS0EHHEIE B
pEIHGE EpeMA. ECiM ogHOSPEMEHHD NPOM3BGONTER HECKONsKD NAPTHA RPOOYELWK, S0MHMUL NEOLYELWA GNA KOHTRONA
MOrYT ObiTh BEATHE W3 KAHO0A CEPUK.

EQMHM ULl NPoAYKLWK ANA WCAETEHRR MOMYT OeiTe oTobpasel 3 yecna 3afpasoBaHHBIX B NpOUSCCE NPOMIBOICTER
MILENAA NP# YCNOBMW, 4TO OHA A3FOTOENSHE TAK M, KAK M OCTANEHAA NPCOYEUAA 3 HHOR N3 PT W,

FonnuecTao oToDoEsHEIX @0@HAL NPOSYEYHK W KONWUSCTEE NBPTUA, M3 KOTODRX coenas oTlop, DontHe Ge Te yea-
AEHE B COOTESTCTEYHILEM MERAYHAROAHOM CTAHGAPTE, COOEpHaAWEM TPEBOSEHAR ¥ BENALEUAN W TEKY L EMY KOHTPOR
AAHHOMD NDOYECCE CTERMNMIALNE.

AdZ YacTe NPOAYKUHA ANA WCNLITAHWE (YA}

KOrga 370 oy ecTEAMO, ANA MCNBITAHWA CNeyeT MENONe308aTE LAY eAWHUUY NPoAyKUMA. B Tex cnyyasy, soraa
STO HEBO0IMOEHO, MOEET ObiTe 33ATA ONPELENSHHER 430Ts EOWHUUE NPOSYEU@W, yOohHas 4na npoBe0eH A HCNRTEHWA. B
pavecTae 4N cneayeT 23aTe GONbLW YK Y8CTs BOMHELE NPoayEUMH NPy yonoske obecnevaerun yoobotes paboTe ¢ HEd B
naficpatopwM.

Mukpotdsar KoHTaMnHayR Ha YK qonsHe DeiTe TUNWYHOR C TOMKY 3PEHUA 88 YCTORYHBODCTH K NPOUECCY CTRRHN@-
3EUMK. Came MKW gonxsa NpegcTaENATE PEANMYHEIE ANEMEHTE CNOHHOA S0MEMUE NPOSYRYWH. CTEDUNA30BETE CNOM-
Hoe nzgenve ofisvHo ToyaHe:, veM HeBoneW os HATENKE, HANPEMED, 33 CHET BXOARALAE B COCTAR WALENHA NHUHHEE YIEH Y
HAHEMN0E, CONpRHUEHHLIX NOBepXHOCTER M T. 4. Mk pazgenesds NRoaYHLHE H8 COCTESHEIE HACTH 3TO CONPOTHBNEHME Hac-
TO YMEHBELLAETCA.

Nogrotoay ¥ ynagossy YA 00 HEYANA CTEPWNMAELUMK CREQYET NPOEOONTE B YCNOEWRK, yMEH B AWK BO3M O8-
HOCTE MaMeHesWA GHosarpyaom.

Ecnu 8aMHAWE Npogy ke HnK YTNH se MoseT SsiTe MCNETAHZ B MME DWeRch naBopaTopsod Nocy0e, OHH MOryT
GbiTh pa3OBNEHS N0 OBYM ANA DoRSe KOHTEARSPAM, CHETEDWMMEA KK 00HS S0EHMUE, 8CNA B OOHOM HOMTEAHEDE Nd-
AYHEH NONOHHTENBHLIR POCT, TO BEA BOWHELE DACCMATPHBAETER KAK nonoxuTensHER. YNH moxer GuTe eeibpada no
AnudHe, MEcce, ol eaMy MNW NOBEPXHOCTH HCNETRISEEMOE SuHnYE NpoayEurh. NpiMepsl BeiGopa HNMW npreeness B
Tadnege AT,

EChM HA 3THEETHE BOXHALE Npoayiuds clolHavesa CTEPENEHOCTE TONEBKD KAHANA NDOTERAHUMA SUOE0CTH, TO pe-
YNeTAT MCNETAHWA KAHANE CNEAYET PECCMATRWEETE KBK PEIYNETAT CNETAHEA CTEPMNEHOCTH BCER S0MHW LR NROGYEUMRA
(7. & M = 1,00

Tabtnwus A1 — NpeMepe Bsibopa YK

Oowopa gnn subopa 4MA T et e MEIDETY KUK

AoHa NOBEDEHOCTH MMNNAHTETE [HS PACCACHBAKWEELR]
Macca MopowsM

KUpyRraveckan ogewns

MMnnasTaTe [pECCaCHBAKLLHECR )

CITpes0K ANEHE TpyBes [(NOCTOAHHOND AWEMETRE )
Ofnes Boas, ®eokecTE
Kasan ona #HLKSETH KOMMAMEKT GMA SHYTPUEBSHHE X MBS KUWR, EOHTERHED ANA HHLKDCTH
G
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Ad3 YW oT KoMINexkTa

KomMNnekT npedcTeanaeT cofod an@HELY NPoSyELMA, Cogepsanyin Gonee 00H0rs MedMyMHCKDID HAGEenWaA:

8) KOMMMNSKTH, CO0EFHALLAE DOXHEKOERIE MEdHYHHCKNE wagenmna. YT ana Takux KoMNNeKToOR COCTOMT W3 QaHOTD
NpeaMETa, 8 HE CYMMEl BCEX NEELMETOE, BEXCARAULAE B KOMNINEKT. HENSWMED, K3 KOMNNEKTA, COASPHALLEND NATE WNPHUSE,
WM TEIBASTER OAMH WPy w 4K = 1,0,

b) KOMMOMNEKTH, COQEPHAWLNE PAINWYHEIE MEORUWHCEME R3gendA. na TakMy «oMnnekTos EmBop YW ocxoeas Ha
DACCMOTPRHUM KEMAOTD TUNE M3ZENWA M3 KOMONEKTA, # 0TAeNsHe2 YT YCTRHERNHEAKTCA NA KEMA0D NPEAMETAE B KOM-
nnexTa.

Hanprrep, B KOMINEETS, COA0SpHaIEN OB SOCTHMA, D88 NONOTEHLA, ABS NaPbl NEPYATOL W XHPYRTAYECRY Can-
GeThy, HHAMaRLyansHys 4N HecBxoluMo ONpEAENWTe GNA KEEL00 TUNA NPSOAMETOR HEIABMCAMO OT GDYTHE NpegMe-
TOR, BX04ALIWE B EORMMNSKT.

A d 4 YNakossa eSMHML NPOLSYKLWEH

HenatensHo, 4ToBb BOMHELE NPOSYELHM NOABEPTANKMCE BOIGEACTEMD CTERMNEIYRWETS BreHTa B WX NepeoHa-
HANEHOH (hopMe U YN3KoELE. YTolk CRECTA K MUHEMYMY WU oBNerdidTe MEHANYNALAY NPH HCNRTEHHRAX HE CTEDHNE-
HOCTh @ TE<HM oBpazcm yMEHEWWTE BEROATHOCTE NONYHEHWA NOXHONONIHATENRHE Y PE3yNaTATOB, KOTOREA MOMET
NOSECHTRCH 38 CHET SOHTAMHHALUA NPA MAHANYNALAAL, W308NHE MOKeT BeTe pRI0OSPEHD W NEReYNAKDEA=D NEpa] Ha4a-
NoM CTEPHMTHSELHN,

I pAMEYEHHA:S— Heobxonuso YHATEEETE BNMAHKWE FIEFEiEIFIH!I-’l A Napaynafoaid H3AenWA HE DeBKGWHD MHEEDOOR-
FaHHIMOE & BOI0ERCTEN D CTEPUNMAYIDWETNT areHTa. Hanpumep, pa AEOPHS MOHKET HIMEHHTE XM ECKRE FCAO2 KA GEpY=a-
EIUEA MUEPSOPraHMEME CPEgRl, T 2. @IMEHHTE CEOPOCTE WX MHAKTHEAL WA,

A5 WCNbITAHMA HA CTEpPUAEHOCTE

A5 KateropMu Menbi TAHMEA

B cooTRETCTEMM © DARLENOM B HECTOAWEID CTAHAARTE METOOH NPOBSJEHMA MCNETEHAR HA CTEPWNEHOCTE MOKHD
DAINENHATE HA QBE OCHOBHRIE KTSMORME

8) NPAMOE NOTPYASHAE NPOAYELHE B NMTATENEHYID CPELy © A0CNSAVIWEA BHY BaLWed;

by WasnevsHwe BoEX MUKDOCPIAHMAMOE #3 NPOOYEUEM W NEQEME L EHHE WISNEYSHHEY MHEDOORTEHAIMOE B NMTa-
TEMNHYH CREdy ¢ NOCnegyH L es Merybal@ed.

MeaTon NRAMCHS NOMPYHEHWA RENASTCA NPEANCYTHTENEHEM NEH WCNETEHEAY MS0HUMHCKHE @30SNHA HE CTEDMNE-
HOCTh. [Tp# HEBOIMOEHHOCTH MCNONEI0EATE 3TOT CNoCof @i-38 OCO0EHHOCTEN MEQUUNHCROTS K302 na {Hanprmep, Gakre-
PUOCTETHHECHEA/ P YHIMCTATHHECEAR SHTHEHOCTE) MOKHS MCNONE30BETE METOL C WIENEYMEHHEM MAKpOOpraHtamoe. Mps
WENOREI0BEHAM 3TOMND MATOOE Sy HHE NPORENATE OCTOROKHOCTE, T KEK HECNOCOGHOOTE HAENEYE BOS MEKDOORMEHAIME C
NOBESEHOCTER MOHET NPHBSCTA ¥ NOASNSHHI NOXHOOTPEUETENHEX PEIYN=TATOE, B CAY4AAHEA KOHTAMAHALWA NDW Ma-
HHAYNALMAE — & NORENS HEH MOHH0N0N0HATENRHE X Pe3yNsTATOE.

852 MpAamoe NOTRYHEHME

Mpd NpAMGKM NOrPYHEesHA SSUHULE NEOOYEYEH Wi YITH ScenTEueckd NepeMelasTcn B KOHTERHED (WAK Fpynny
HOHTERHE OB, G A4 2) C NWTATENEHOA CPERoA W NOOBERT3ETCA MHEYBALMK. KOoNMYecTan NUTATENSHOA Cpanr A0nNKH
HkiTh ADCTATOMHEIM 4NA COSCNSUEHWA KOHTAKTS NUTATENEHOR CRE0s OO BCEd BOUHALER Npoaykydn wne YITH. Doncnsu-
TENEHIE BHUMAHEE CReayeT YOSAMTE:

8) pasbopHe @i0endR 00 HEYANE BOISEACTEM A CTERMNWMIVEILWEND BreHTa (G, Takme A d);

b) nepese it MaEH A BCTRAXMBIHHEIN HOCNE NOTPYAHSHAA WINSNHA B NMTATENEHY S Cpaay;

I

c] O0GASN&HWH NOBEDEHOCTHI-AETHEHONS BRWSCTEE (KOTODOS He OBNanaeT AHTHMEKDOSH M DSACTAMEM ) 8 NMTa-
TENEHYH CREeay WNK CMEBEHYD $HOE0CTE ONA yNYHLEHWA CMEHREAHUA NOBSPXEOCTH WA0SNWA.

Mesny NHTETENEHOA CREGORA @ B0MHALER NPeOyEUkY Wny YK cnegyeT nogaepsHEETE KOHTAKT B TENEHHE BCRTD
apemMesd nHEybaunm.

MpunpoEe0SHY ACNETEHWA HA CTERWMNBEHOCTE KEHENA NPOTEXEHMA WEAROCTH B 8OWHULS NPOOYEURM 3TOT £a=an 3a-
NONHASTCA MHTATENEHOR COBOOA, 4 SAMEHLA NPOOYEYMA NOJBEPTasToR HERYEE @K,

A5 HzsneveHWE MUKPOORTaHWIMOE

AS531 DSuHMe NoNoHeEHHA

METoaE, G NoMOW R KOTODEX MUEROORrasHIMEl @IBNEKEHITCA M3 NPSOYEUAM MEXAHEYETEM NEPE0 NE NEDEMELLE HM-
SM B YONOBEA KyNaTEBMPOBAHEA, B B0 GHapeds MaryT GuTe PAZLENEH: CREOyRUWWM OBpa30mM:

8) CREIE O NOCREOYRWER MEMBREHHOA EnbTpausER;

b) cMBE C NOCREOYRIUMM EYNETHEMPOBIHEEM CMBIEHIA HHOHOCTH.

HawanbHed QEACTEMEM GNA 3TUE METOL0E RENAETER WIBNSYEHHE MHUEPOORraHMIMOE W3 BAHHU UL RPOOYHLMKA WO
YW Terd He METODEMA, “TO @ NPA OueHke GWosarpyaed no 150 117371, A 424 1—A 4.2 4.7, ConTeeTOTEEHHD, TREDa-
BAHMA K BelG0pY NOQXOOALLEA CMBIBHOM MR ORDCTH TAKWE He, KBE NPY 0yeHZe SUOHArpyakn cornacHa 150 117371, A4 2.5,
At TeBnnga A2,

M PAMEBYAEHME— MeTon soxeT He oBecneduTs 36 O8NaHHE BOBX MUEROCPIEHAEMOE W3 80MHHAYB NDOGYELMAN.

¥
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Mocne BeJENSHRA MAKPOORTAHAIMOE HE BEAHALE NPoOyEuMd une U soss0 NpoBoanTe ACNsITaHWA H8 CTEpWMNE-
HOCTE C MOMOUBK MEMBPaHHOR SHNETREUMH WNH KYNETHEMDOSEHMA BCEE GCMEBHOW HROKOCTH.

£.53.2 MemBpaHHaA UNETPALYMA

Mo MCNeITAHWAR HE CTERMRBHOCTE G NOMOWESY MeMBpaHHod GUNETRAELHA CMEBEHAA HHAKGCTE NPOXOSWT Yapei
CTEpMNEHER MeMBPaHHER GuneTp, ofedso © pasMepasd nop 0,45 MM, Noa GEACTEAEM BAKYYME MNW JABMEHWA.

MoBepx#0CTH, LOTOPEE HAXOOWNACE B KOHTEKTE OO CMEEH0A HHOKOCTEW, CNONACKHBAKTCA QONONHHTE NEHDA CTE-
PHREHOW CMEBHOR MUOEOCTER WAM PACTEOROM, CO0EPHAW MM HEATPENKWIETOR, M CMEIBHOA PECTEGD NPONYCHIETOA Yapes
MEMEpEHHLIR @HNETRE [A.6.2.3) Nocne aTon:

) NUTETENEHEN CRENa BCENTHHECHE NepEHOCHTCA B8 DEReTRH NHEo

o] @UNeTR SCANTHYMSCKH NEPSHOCUTEA 8 AHTATENEHYI CREay.

Qe aTH GNepaUMY I3 ESPWAKTCA HHEYSaL®an.

A533 KYyNeTHEHPOBAHHE CMBIBHOA HHOAKOCTH

Mo MCNEITEHWAX HA CTEPMNBHOCTE METOQO0M KyNeTHEMPOESHUA CMBIEHOA MHOKOCTH OOQUH NOGX00 IAKNKYMESTCR B
MECNONaI0EAHUM NETETENEHOA CREAk B KANECTES CMEBHOR MUAKOCTH, NDPH 3TOM NOCNES CMslBE NWTETENEHAR GRSOA Nepe-
MEWAEETOR B CTERMAEHSIE KOHTEAHEDE HE MHEYBayWK.

ANBTERHATHEHEA NOAX0] 38LNHMYARTEA B TOM, HTO MOMET GuTe BRBREHE CMEIBHEA AWAKGETE, BB NOO0SpEUED K-
LWAR pOCT MHKPOODIEHWZMOE, HOTOPAA NOCNE CMbIBE CMELMEAETCA 8 PAEHEY 0O LEMAX C NATATENEHOA CREROA OEOAHGRA
KOHYBHTPAUMM B CTEPRNEHE X KOHTEAHEPEX W 3RTEM BRIJEpEUEIETCA B WHKyDaTOpE.

A54 BelBop yeNoBHE EYALTAEMPOBAHKWA

A540 MesayHapodHs A CTEHLEET MO BRNKISAUAY W TEKYWEMY HOHTRONK KOHEPSTHOMD NPOUSCoE CTEPANHIALMM
MOEET CONSpHATE DELOMSHLE UMW N0 YCNOEHAM KYNETHEXPOBEHHA, HCNONEIYEMEM ANA WCNETAHEA HE CTERUINBHOCTE.

AL 4Z OOMHD NEH KYNETHEWPOBAHMH ACNONEIYIOT BOQUHYH NUTATENEHYD CPE4Y G YUSTOM NPESNONOHEHHEA, 4TO
OHA ABNAETCA ONTHMANBHOR GNA KYNETHBNRO2EHUA a3p0oliHeix W D EKYNETATHRERE L MUKDOOPrasMIMOE, KOTORE & MOTYT Bk
HMTE N0Q BOZIEACTEMEM CTEDMNHIVIOUENS areHTa. Mpr dCnone30B8HAY COEBO-KA3E MHOBOR NATATENEHORA COEOR! B KAYEC-
TEE EAWHIA cpefbl AnA Bapobsel W GadyNETATHEHBIY MUKDOIPrasMIMOE KYNETHEMDCEAHHE CdelsHO NDOSOSUTCR NEW
Ternepartype {30 £ 2) “C e TedeHns 14 oy, ANR Apyrus coen CReayeT PAcCMOTPETe @ APYIME PEHHMEl S¥AETHERPOBIHEA.

Mpumeswase— TeMne PATYRE KYNETHEMDOEEH AR, PELOMEHOYEMAA ONA MCHHTAHWA 8 CTEPMNbHOCTE, MOKET
GrTe HANE DE EOMEHOYEMOW ONA CUSHER B OEAarpy Ik Mcnone3aoeadue Gonee HA3IEGA TeMnepaTyDel NOMOraeT EEAENTE
NJEpEHAEHHSIE WNW DCna fnesHHsIE MAKDOODraH Il

ALA3 YonoenA EyNeTHEHPOBAHAA BelBHUpBI0T B CREnYS UMY CNyYans:

3] COOTEETCTEVIOWHA MEROYHAPOOHEI! CTAHOART NGO BANHLEUMH @ TEKYVILEMY KOHTPOMID EOHKQETHOMD Npouscca
CTERMNWIZLAY HE OTOBARHEAET HCNONBIYEMY D NETATENRHYE CREeLy,

0] MCNONB3I0BAHWE BORHEY YCNOBWA KFNbTHEMPOEEHMA HEMPHEMNSMO @3-33 BEPOATHOMD HANKYWR MWEPOOOraqH0 3-
MOB GEYTHE TANOE, YCTORYWERIX K BEOZ0EACTEN D CTEPANMAYH WErD ATEHTE (HANPEMED, BEPOATHOMD NEWCYTCTEWR BHESpOH-
HelX MEKDOOPTAHMIMOE ).

ASd.4 Npu abope yeNoBWA KYNETAEMPOBAHAA ANA APHEBSAEHHLIX 108 0h NPAMER0E HEODXOAHMO YUXTHBATh CNE-
Ayl ie PEKTopE

3] NpHPOLY NPOOYEUHEY;

o) cnocofl npowIsogeTea;

C) WCTOMHME NOTEHUMENEHOR MRKpOSHONOTRYECKON KOHTAMEHELH,

d] ERPOATHRIZ THMel BCTREYEHILWACA MAKDOORTEHHAIMOR.

[aHHE B N0 TANEM MUKDOCPTEHW IMCE, NOMYYeHHEE NP oNEeGeneH s BHOHEMPY3RE B COOTEETCTaMR ¢ 150 117571,
MOFYT NOMOYE NEW Beifope YEROBMA KYNETHEMPOBEH WA,

ALAS NpimesAeMele obeMHO YONOBHA KYNeTHEW POBAHWA NPHEBLEH:I B Tabnuue & 2

TeGnwus AZ— Y¥onoBUR KYNETHEWDOBAHKA

THME MAKPDDRTEHAIMDE D ER1HT NPH BB EM B MTATEN RS Cpe gL Tamnaparypa MHEYGaUWMy, "G

AapobHoie MuraTensseild GyneoH 2B6—32
Cepoeqso-mMosroesi ByneoH 2B—32
Coepo-kasennoesid GyneoH 2B—32

Mpubs Oekcrpoioesd Gynsod Cabypo 20—25
FapTodensso-0ekcTpo3oas A ByneoH 20—25
Mnwkozo-nenToHHsR GyneoH 20—25

DEYN=TATHEHE & MUOKSA THOMNWKONE8EA CoE08 2B—32
MACHOR GyNeoH © FNs3Ko30M 2B—32

" MoryT Mcnone3cEaTECA APYIHE TEMNEPETYPLl WHEYGEUAK [NpUMeuaHUE k A.5.4. 2],

}b GOStPDF.ru FOCT ISO 11737-2-2011 Ctpanuua: 12/20
Hapognas 6asza NOCToe


http://GostPDF.ru/gost-11737-2-2011
http://GostPDF.ru
http://GostPDF.ru

MOCT IS0 11737-2=2011

AS55 MoecnefoBaHWe NHTATENLHOA CPpenkl NOCNE HCNBITAHWA HE CTEPHNBHOCTE

|1F||n1 WECNegoaaHMe NETETENEHOE CPedp NOCNe EyNeTHEMROBAHMMA METOL0M ONPESENEHWA MYTHOCTH MOMHD Wo-
NON=3FEATE MCTOMHWE CEBETA C I:IﬁFIETHCIIFI CTOROHE COCy03a.

CJ’IE,Q'!,'E-T OTMETHTE, YT MYTHOCTE MOEET GETE BRl3BEHE HE POCTOM MAKDOGODIEHAIMOE, 8 JDYVIHMHA NPRYHHEMA. B
ATOM CNYHae MOHeT FII:ITFIEEI:IEHT ECH ONONHAUTENEHOE EYNeTHEUMPOCEIHWE WNW MAKPOCEONHA.

fB DueHxa PEIYNLTATOE WCNLITAHMA HAE CTEQHNEHOCTE

AB1 DUEHKA NOMHONONOMHTENbHBIX PEIYNETATOE NPH HCNBITAHWAX HAE CTEPMNBHOCTE, BOIHUHEAK WHXE
H3-38 EOHTAMHHALHK

[MoREMNEHAE NOHHINCNOHATENEHEX pEIYNeTAaTOE NPW HCNBITAHWAX HE CTERANBHOCTE MOHET MIMEHMTE CUSHEY NONYy-
HMEHHBIX MEA EENAAEUAA QEHHERE TAEKMM -:l'lel BF0M, 4TD MO#ET BeITe CORNEH Be20g 06 YMEHBIWEHHA FPEKTABHOCTH falst pa-
BOTEH CTEPUNPAIYHRWAM 3r2HTOM, Np@ 3TOM NONCHETENEHES I'IFICIEIE.' A0N=HE PACCMETRHBEAETECA Z8X CEMAETENRCTED
HANAYHA MAEPOORrEHHaM0o8, BEUKHBILAE NGO B0308HCTEAEM CTEPUNASYHOWErD aredTa.

”FI'EIEEI,CI_HMCIE B ATOM CAy«4as AMHTAUMIHHOE HCNeITAHWE HA XADAKTEDHBIX CTERMANM3IBARHEBY S0MHHLGAX NpOOYEL W@
ABNASTCA WBCTRED NPOrPaMME NOoOrOTOEKA NEPCOHENE W OUEHKEW METOOWEY NPOBESOEHNA MCNEI TAHRA 58 CTEDMNaHOCTE.

B rabnsue A3 N2peqAcnesHe Mepel NpeJoCToOROHHGCTH, NEPREAM3EMBIE LNA CEROSHAEA K MAHWMYM Y TOHHONON0RH-
TENbHeX FEIYNETATOE W3-38 KIHTEMAHAL AKX,

fratbnwya A3— Meps NPegoCTOROKHOCTH ANA MAHWMHISUNE NOEHONONOEATENEHE X I'IFI'EIE-. BOIHUESHIW AX H3-28
HOHTEMHHALHEH

MNpoBCOHTE MCORTEHWA B WKy ¢ NAMEHAR HeI NOTOKOM . PRCNONOHEHRHDM B Bel0SNEHHOM NOMEWEHAM © KOHTPONKH-
PYSMEIMH YCNOBHAMM

rlFIHME'HFlTh BCENTHMECEHS METOOE! NPW WCNEITASEWAX (HENPUMERD, D2ACTEHAA B KOMHATE ANA NeEpS0ASEaHAA, B0 BREMA
WCAEITEHWA @ NpH NepeMellaHi NATATenkHOR Cpedel B hHH}'EETDphl:I

BHOCUTE MHCTPYMEHTE SNA ACNETAHAA, NATETENEHEE CPe0E W HCNETYEMBIS NPEOMETE B NTOMSWaHWE ONA WCNETE-
HHHA TERKHAM DEPEEOM, UTOBRI M3GEHATE KOHTEMUHALMM. r'lFll:lﬂ{lIl.HTb AEH0OHTAMHHALWH HAPYEHOR YNAKOELA 00 BEROSHWA
MCAE TYEMEE NPEGMETOE B NOMEWEHWE ONA ACMETEHEA

|'||:IIZI BOOWTE ASKOHTAMAHBLHWID NOESPEHOCTER . HA KOTOPLIX NPOBOOATCR MCNETAHHEA

'::TE'FHG-I'IHBGBETI: ace oo PY¥O08AHWE, MATERMANE A NPE0METEl, HCNONEIYEMES NP ACNETIHAAX

CEELTH K MAHAMYMY ONBDEGHA, HeolixognMere gna NpoBS0eHuA MCOE TEH M

DueHUTE COCTOAHME M KOHTRONUPOBATE OHPYHEWIW ES nekyBaTop NpOCTREHCTED

CeacTd K MAH A YRAY IZIEIFIESEIEEH He Bapo3cned

AB.2 OUeHKE NORMHOOTPHUATENLHLIY PESYNLETATOE NPW NPOBEGEHHM HENBITEHMWA HE CTEPHNLHOGCTE

AE21 PaAkTOphl, BNHEAKLKE HE NOABNEHHE AOHHOOTRPMUBTEN LHBIX Npod

Ha noABnesHe NOMHOCTRMYATENEHSIX DE3YNETETOE BAMAKT CNeayouiwe fakTopsl

8) HECAOCOBHOIETE YONOBHR KYNETHEWDOS8HMA NOODEPEUESTE BOCT MAKDOORTIHHIMOR,

by npucyTeTEME GEKTEPHUMAHEY WinnW SakTEDHOCTATHYECKHE S BEWECTE. BRIENA OWRNCA U3 NPOOYELWM NPW WCNsi-
TAHWRE HE CTEPHAEHOCT L,

C] WHTEPBAN BREMEHW MEROY BO30EACTEWEM CTEQWNUIVEIWETD BIEHTE @ HAYEN0M NPoUEcCa KyNeETHEMDOEAHWR
npobe.

A E.2.2 PoeTOBLIE CEBOMCTEA NMTATENEHEIX Cpeq

Mpy BeBope NETATENEHE Y CRES CNEAYET DECCMATPWEATE Wi CNOCOBHOCTE NOALEDHMBETE DOCT MEKD 00D TA HM 3MOE
TUMWHHE X QNA GTOSNEHsIE BANHMY NEoGyEURn @i S (A5.4).

Hak Tones aToT BeB0D CABNEH, MOMHS CHETETE, HTO POCTOELIS CEYSCTES NUTATENEHOA CRESEI NG OTHOWEHWK K TH-
MY HeIM MHEPOORrasH3Man YoTEHOENEHE [A.3 3],

AG.23 MCNeITAHHA HA NPMCYTCTEHRE GARTEPUUMAHBIX WIMNHA SAKTEPHOCTATHYECKH X BEWECTE

Mogson ¥ CEpeHEHTY (OUesES) npecyTeTadA DakTepnuuiHees wiiny GERKTEPUOCTATHYBCEMY BEWECTE NPUEEOSH B
IS0 117371, npunoxesde B.4. Bnensue SaaTeprUMOHEE MNA BECTEPRAGETA THYASKMY BEWSCTE MOHET BhiTe CEEAEHD K MK-
HHMYMY CRedyawdk obpasom:

8) gobaeneHues HEATRENWISTORE(0E ) K NHTATENEHOW CREOS MW CMEIEHOA SHOKOCTH,

b) woansHWem GEKTEPRUMIHOMO WMWK DEKTEQUOCTETHHECKOND BEWECTES W3 CMBIBHOA HHIKOCTH NYTEM DHNETPEUNE
[A5.52)

C] © YMEHELWEHHEM KOHLEHTPA UMY D3KTERDHUBAHOID WNe BETEpMOCTATHHECKOND BRWACTES pasbaenaHuen 40 Ta-
HO070 YROBHA, NP KOTEPOM OHO WHE TERRET CEOH 3P hEsTUEHOCTE.

310 MoweT OeiTe QOCTATHYTO YESNMYEHHEM 00LEMa NUTETENEHOR CREO0E WK CMEEHOR XUakocTy nubo pacnpege-
NEHREM B0RHAY NPOSYHUWH MO HECKONEKAM HCNETATENBHE M KOHTEAHEpaM [A.4.2)
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AE.3 EFIEMH MEmOY BOIOERCTEHEM CTEQHNAIYH WENDY ArgdHTa @ HCNERITAHHEAMA HE CTEDHANEBHOCT:

Heofixogno NEMHATE BC2 Mk WTOSE MENSITAHWA HE CTEDUNEHOLTS NPOBECTH KEBK MOHHG fiel CTpes Nodcne GHOHYEa-
HHAA BOAOSACTEHA CTERMNUIVEWEND AMEHTA HE BORHALY NPOOYELLAM @K Yl Ecnu zane PH¥EA 8 Nepeqaywe HE ACNETaH@A
HeWalesHE, cmenqyar afacneqanTe FOMSEWA, NPA £0TO pEIX XpasaHue ednsdy Npoay kUi He NpEBIO AT K NoTapa MULpoogara-
HHAZMOB MNA HE3MEREHWUED HH.‘:FII:I'EHGH AONYRALHA. EI‘IEH}'ET YE3ATE MAKCUMBNEHEA WHTEDEAN BEDEMEHA A0 HRYANE WCNkBE-
TEHHUA. |-||:l|.1'1|.1HI}FI IHAYMWTENEHOMD CHAHEHAR SACNA MEAEDORTEHHIMOB MOXaT BriTE EbICYLWWEaHHE HADaN A, HTO QOIMHe=ED
G T YUTEHD NEK efiope YOMNOBHA W BREMEHA XDaHEHWA. T:]'IE‘_J,!.-'ET NPHHATE BO BHAMAaH#E, 4TO BEPpESMA MEHOY I3BSPWEHA-
EM BOIOERCTENA CTERMAMIYHWErD areHTa i Nepegasaed nﬁpasua. H3 KYNETHEMROEAGHWE MOEET JEB33Ts BNAAHWE HE BO00-
CTEHDENSHHE NOBPEXOeHAA MAKROOPraHHAMOE, BR3EAHHE X BO3OERCTEHENM CTERANHIYHIILErD areqTa.
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CeogeHWA O COOTBETCTEHH MEKTOCYA3PCTEEHHLIX CTAHOAPTOR
CCLUNOYHEIM MEXOYHAPOOHLIM CTAHOAPRTAM

TatGnuya QA

OfoInausEue 1 HARMEHOSAHKE
COBAOURDIT HEELYHAPDGHD D
CTAHAARTA

Jfoanaue e W HaREHIaaHAE
MERIYHEAPIH O CTAHLARTA ApYromnm
foga wanaHKA

CraneHs
COLTEETITEMA

DboirauaHne v KKk B RIIAHE
WERTDCRLAPETASHELID CTRHOARTS

IS0 90091984 CHoTeMbl K3-
4eCTEE. Mogens obecnedsH@s
K34BCTEE NPH NpOWIs0goTee,
MOHTa®E W oBony=uBaHHA

150 0001 —2008

rMocT 150 9001—2011

Bwonorauscide WHOWKATO RS,
YacTe 2. Buonoradveckde AHOW-
KATOPE ANA CTERMNAIILUAN DHOM-

00 STHMe=Ha

CHOTEMEl MEHEQHMMEHTE oT CUCTEME MEHELHMEHTS
IS0 BO01 2000 CHeTaME We- kawecTea. TpeboaaHnn kauvecTaa. TpelosaHwa
Hea#MeHTa kaqecTea. Tpebona-
H#A
IS0 Q002159094 CHoTeMbl ka- -— nwT MOCT 400002 —88 CucTana
secTea. Mogens obecnedqeHsn HauecTea. Mofens gne ofecne-
KAMECTEE  NPH NRPOWIB0OOCTEE, WEHWA K3YECTES NpW NPOSKTHDO-
MOHTa#ME W alcnysuEaHun ESHWH wHnW paapaboTee. npova-
BOOCTEE, MOHTaRE W obony=HEa-
H 1k
150 80041987 Ynpaanedse — oT MICT 40.8004—85% Mogens
KAMECTEOM W 3MEMEHTE CHCTEME ofscneysHUR KENECTEE YENYT
kauecTea. Yacte 1) PykoBoacTas
150 1113510994 MennuMs- — T MICT 150 11135—20117 Me-
CHME W3OEnWA. Bankmaausn ¥ Te- AWYMHIEME W3Gen«A. Bannaausa
EWLUHA HOHTPONE CTERANAIELHNA M TEEYLWHA SOHTPONE CTERPWNA3E-
OECMOOM ATUNSHE LM DECHAGM 3THREHE
150 111341994 CrepunHaa- — T MacT WMCO  11134—2002
U#fA MEORUAHCKOA NQOOyELHW. CTEpMNEIELWA MEOMLHHCKOA
TpefosEHWA K BENUOSLWA W Te- nopoayel@r. TpebosaHea € BANK-
KRy MY KOHTRONED. [pok b e H- OAUHK W TEEYLSMY EOHTDOND.
H3A CTEQMAWZAUWA  BN2HHBIM MpoMbiWNEHEaA  CTERMNYIIUWA
TEMNGM BNa# =B TENN0K
120 1113710995 CrepunKaa- IS0 11937 1—2006 Crepw- noT MacT 150 11137-1—2011
U#A MEOAUAHCKOA NPOOvEUMW. | NTHZEAUWA MEORUWHCKOR TpPOLyK- CTEpMNEIELNA MEIHMLWHCKOA
TpebosaHnA Kk BERWASUME W Te- | ukt. DEnyuedre. Yacte 1. Tpe- neoayEl«y. PaanauWoH=an cTe-
EyleMy EoHTRponss. Fagrausod- | GoaaH#A k paspafoTie, sanuna- pHnMaauwa. Yacte 1. TpeBosa-
HEA CTEPMNWIELAA LA i TERVWEMY EOHTDONSD Npo- HWA K pazpaboTie, BANMLALHW W
UECCA CTERMNMIUAE MEIRLHH- TEKYWLEMY KOHTPOAK [poUEcca
chdx npuopoe CTERMNWIAUAM METHGMHCEAR W3-
nendi
180 11437-2—2006 Crepn- T MaCT IS0 11158-2—2011
MUZELWA MEJRUWHCROA NPOLgYK- CTEpMNHIELNR MBI MLM HCHOA
umd. Dnyuende. HacTe 2. ¥oTa- neoayEl«r. PaanaunoHHan cTe-
HOBEMEHHE CTEDHNHEI Y WS §0 35 pHRMIALHA. Ha0Te 2. YoTAHOENE-
HHE CTERUNAZYHOWESR Dokl
150 11138-21%994 Crepuns- -— ioT MacT 180 11138-2—2071
IALUAA MEORLMHCKOA NPOOYEL AW, CTEpMNEIELWA ME I MLM HCKOA

NEoaYELHK. EMOnoritecHse WH-
AWEaTOPLl. HacTe £. BHoNOrH«wac-
K#E MHOHEATOPR! ONA CTEQUNAZE-
UK DECHOOM ATHNEHE
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Oxaxvanue madnuue G471

O BoiHayeHEE # HAMKEHDBAHHE
CEEMDUHArS MEXDFHARDIHND
CTaHoApTE

CBoIHayEHHE B HAMMEHDBAHHS
WEROYHAPOOHOM CTAHJAPTA ORYIan
Foaa MAAAHWA

Crenenes
CaOaTaRTCTRMEA

DHGIHASEHHE ¥ HAMMEHOBAHAE
MENCYIAACTEEAAAID CTARIA0TA

150 11737110495 Crepanu-
ZAUMA MEQUURHCEMYE  “3080Ha.
MuEpodeoNoriueckde  MeTogk.
Hacte 1. OuyeHxa noaynauMa
FAMEPOCPrE HUIMOE HE NPOSYELRK

150 11TE7-1—2006 Crepu-
N 3BUAA MELHLAHCEWE W30SNHE,
MukpobeonoriusclEe  MeToOgkE.
YacTe 1. QysH=a nonynALNE
MUKPOOPTaHY 3M0E HA NDOLYELHA

0T

FOoT 1\l 11rar-1—2011
CTSpHnHaaLEA ME0HUHECKKE 03-
Oenned, MU kpoSHonordHecEne
METOAR. 4acTe 1. DyeHKE noOny-
NAUEM  MAKDOORTAHWIMOE  HE
NpoAYHLEHA

ISTHIEC Guide 25—80
OEwmne TpeboBaHUA K KOMNETEH-
THOCTH MNOBSPOMHEYX W MCNRITA-
TeNbHEE NabopaTop«i.

BETCTEMA CTAHOB80TOR!

- 10T — WOEHTHHHEES CTAHLAPTE.

h CDDTEET{-TEFHU.I,HH MEXroCy0apCTESHHBIA CTAH4aDT OTCYTCTEYET. ,ﬂ,l} 2r0 YTERRHOBHHAA pROMEHLYeTCA HCNONE-
A0BAETE NEepEan] HE DYCCRWA R3K QAHROMD MEXAYHAPOAHOMD CTEHOBRTA. ”EFIE B0 08H=OMN: MeslyYyHapOOHOro CTasaap-
Tad HAXCAWTCA B PEIepaneHOM MHEODMAUMOHHOM @OMHAE TEXHHYECHAN PETNaMesTOR W CTAHIAPTOE.

n PAMBNMBNEHE— B HACTORAWEM CTAHAARTE HCNONBEF0BEHO cneaykuse yonoa=oe ofiozHaYeHUE CTENEHY COOT-

12

GostPDF.ru

Hapognas 6asza NOCToe

FOCT ISO 11737-2-2011

CtpaHuua: 16/20


http://GostPDF.ru/gost-11737-2-2011
http://GostPDF.ru
http://GostPDF.ru

MOCT IS0 11737-2=2011

BnBnuorpadiua

(1] 150 13485—86 Quality systems — Medical devices — Farticular reguirem ents for the agplication of 150 9001 {Cue-
TEME KE34ECTEE. MEOWUWHCEME Hagenna. HacTHsle TpeloBaHRA £ npeMedadqsa 150 8001}

(2] 150 13488—86  Quality systems — Medical devices — Farticular reguiram ents for the agplication of 150 9002 {Cue-
TEME KE2YECTEE. MearUukHCKEME Wagennd. HacTHee TpedoBaHHA K NpEMEHaHHET]
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MCT IS0 117372201

YOK B37.132.4:715.478.:658.513:006.354 MKC 0710010, 11.080.01 P26

Knicdepee cnopa: MeguuMHckoe oBopyooBaHne, KOMNOHEHTE, CeIDEE, YNAKORKS, CTERMNHIAUMA, MCNETaHUA,
AUONOMMHECKWE WCNETaHWA, ONPEaanatie, Bandaanua CTERUNKIALUME, KOHTPONE CTERMMEHOCTI
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FPeagakrop H.8. Tarawoaa
Texswqecsan pegastap .0, Fpuwanoss
Eappesrap 1.8 Mumpogasoss
Kamnem regnan seperea BH. Mprawenko

Coono s Habop 1008 20135, Magnucans B nevars 25 062015, Fopmar BBy Faprwryps Apwan. Yo, negon. 232
Yuoewag, n 1,700 Twpaw 81 23, Jak B5T.

Sr¥N «CTAHJAPTHHSOPM e, 123995 Mockea, Mpanartnus nep.. 4.
www.gaslinfo.ru infoi@ gostindo.ru
Habpano oo @Y1 aCTAHDAFTHHRSOP Mx na M2EM.
Crnevarana o prnuane UM aCTAHGAPTARHSOP My — tan. aMocwaacmda revarmnes, 105082 Mackea, Nanwn nap., .
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