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Mpeaucnoeue

Lleny, 0cHOBHEIE NEMHLANE W NODALOK NEOoBEAEHHS paboT N MeRrcyIapcTREHHOR CTAHIaDTHIALNA
voradoanegdel FOCT 1.0—02 «MexrocydapcTBeHHan CHCTEME CTaHZapTHUIAUWH. TCHOBHBIE NONOEEHWAD M
MOCT 1.2—2008 «MewxrocygapcTBeHHaA CUCTEMa CTaHdapThaaukk. CTangapTel MeXrocy4apcTBeHHbIE, Npa-
BUNE ¥ PEKOMEHIAUWH N0 MENTOcYdapcTBEHHOR cTandapTHsauqn. Mpaeuna paapaboTi, TPHHATHAA, NRMME-
HEHHR, OBHOBMEHMA W OTMEHLI D

CeaneHMA o cCTaHgapTe

1 MOAQroTORNEH PeaepankHbib rocyJapcTEEHHbIM YHETADHEM NPEanpHEaTHesM « BoepoccriBokMi Ha-
YUHO-HCONEL0BATENECKMA MHCTHTYT CTRHOAPTHIAWME ¥ CepTUEMEALMK B MawkHocTpoeHA s (BHIMHMALL

2 BHECEH TegepansHiein areédTCTEOM N0 TEXHWYECKOMY DETYNHDOEIHWID M METRoRorvd (PoccTau-
fapT)

3 MPYHAT MexrocydapcTEEHHLIM COEETOM MO CTaHA2PTHIAUWW, METDOMOMH W CepTWMEaLWN [NEPOTo-
Ko oT 24 man 2012 1 Mo 41)

Jan PHHATHE NPOrSNOCOsane:

HF‘ETHDE HAWMIHOBS HHE CTERIHE I‘:Dj:l CTRaHE r_-"DHPH:I.I.-:EHHDE' HAMMSHOBESHHY HALREDHEINEHORD ORFEHE
no MK (MCO 3188} DR4—157 e ME (WCO 316600497 0 GTAHIADTHIN UHA

faepfannmas az A3cTasaapT

Benapyce BY lMoceTadnapT Fecnylineit Benapycs

HazaxcTad KZ MoceraHgepT Fecnybneiy Kaiaxcras

HKHpruana ki3 KEprsiscTaHaapT

Foccua rU PoceTasnanT

TagsuEMETaH Td Tag®ukEcTaHaspT

Yaheknoras (Wird YACTRHABRT

4 Mpugaaowm PepepansHOrD areHTCTER NO TEXHWHYECKOMY DETyNHPOBRAHKKD | METpOnerikk ot 1 kosbpa
2012 r. N2 844-cT MexrocysapcTEeHHEIN cTangapT MOCT 31579—2012 (IS0 16798:2001) ppeged B QeHCTEME
B KA4YECTREE HauxoHaneHworo cTavgapTa Pocorickol $egepadin ¢ 1 Axeapa 2015

5 Hactoawwa cTaHgapT moghunpoEaH No oTHOWEHHED K MEXOYHEpogHomy ctaHgapry S0 1579582001
Cphthalmic implants — Ophthalmic viscosurgical davices (Mannadrats odransmonormyecire. OdTaneMmanore-
YEOKME BHCHAXMPYRrHUSCEME HAOBNWA] MY TEM WEMEHEHWR CTRYETYRLI.

CpapHeHHe CTPYETYDE MEMOYHAPOOHOMD CTaHOapTa co CTRYKTYPON HAacToAWEerD cTARAAPTA NpHBSGEHD
B npunoxesdd OB,

OononHuTensHeid W HaMeHEHHEE QIpaskl. CNOBa, NoOEIIATENW WIANK HE IHAYEHWA BblidenNeHsl B TEKCTE
CTaAHOARTA KYPCUBOM.

Crengde COOTBETCTENR — moadduunposantan (MOD).

CTangapT NoaroTosmed Ha ocHoBa npumerdeHan MOCT P 53078—2008 (MCO 15788:2001 )

& BEEOEH BANEPBLIE

Hrdhopaagur of UIMBHEHERE & HacmoRweny cmardapmy myGrukysmch 8 exe200don wHEhopMauu oHHoOM
yraamens s HaUuIRaneHeE Cmandapmers, § MEKCT UIMBRERUD U MOMDas0s — 8 SMeMECTYHOM URIPODMEUDH-
Hor yegzamens sHayuonanesme cmandapmece, B oopyas mepecMomps [FEMeHL ] WTU DTIMEHL HECTORLTESD
cmardapma conmesmomayouwes pesdomMnenve Gydem onyinuroEann 8 SNEMECRYHOM UHEODMELLGHHOM YREIS-
meng ¢ Hauuworankree cmardgpme s, Coomesmomarowan URBoDMELUUR, FeefMTa e U MaKcrme! pazMe L axim-
CH OMERNE 8 uRhopMayLorRol cucmeds obwsso RoNs30SasuE — B8 afunuansHon caldme @edepankrosn
FIEHMCMES N0 MENHUSECKOMY DESYTUDOSSHUO U Memponoewy 8 camu Memepram

£ CTangaprrHdropm, 2012

B Poccwidcsod Tepepagdd HacTORWMA CTAHOAPT HE MOKET BblTe NOMNHOCTEID MW Ha0THHHO BOCNDOMaBE-
O&H, THPAWHWPOEaH ¥ PacNPpoOCTRpaHEH B KadYecTRe OpHUUMansHoTo agadda Gel paspewedus DenepanesHong
ArgHTCTEa MO TEXHHMYECKOMY DETYNHD0EAHMED H METROMOMAK
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rocT 31579—2012
(1SO 15798:2001)

M E X I OoOCY O0OAPCTUBTEHUHUHBGEB H C T AHIOAPT

MmnnanTatel odTansMonoridyecKmea
HM3OENKA OPTANBMONOMMYECKWE BUCKOXWPYPITMYECKHWE
Odwne TpeboBaHKWA BoIONaACHOCTH

Opnthalmes implants. Ophthalmes viscosurgical devices. General safety requirements

fata peegenHa — Z015—01—01

1 OBnacTe NPUMEHEHMA

HacToAwMi cTakgapT pacnDocTpaHAeTeA Ha o TankEMONOMMYEcKHE BACKOXMPYDIMHeckME MAOenua (oa-
nee — OBM) knacca HeakTUBMBIX XWDYDIAYECKHE MMNNAHTATOR, WCNONBIVEMBIE B0 BDEMA XADYET MY ECKHX
onepaudid B nepegHed kamepe rmala cybeexta. OBW npegHasHaseHsl 4nA QOpMUDCEAHHA W COXpaHeHta
ODLEME, JFWATE BHYTRUMAIHEE THAHSA § MIHUNYNHPOBAHKWA MMA NDPH XHDYDIMYECKOM BMELATenLCTEe.
dapmakonoriyeckoe aenctade OB He pacowaTpueasTod.

Crangapt ycTasaenueast TpedoeanvA GeI0NACHOCTA B OTHOLWEHAW NPEnyCcMOTREHHOM NpMMEHEHHE,
HAPAKTERACTHE KOHCTRYHUMM, OOKMHHKYSCHOR W KNAHUYECKOR UMK, CTERUNHIALMMK, YNAKCEKH M ATUKETIp0-
gaHyA OBK 1 vHdopmaund, NpegocTaBNAEMON HIMOTORMTENEM ITHE MIOernti.

2 HopMaTWBHBIE CCRINKKA

B nacToauwem CTaddapTe HCNONeEIOBEAHE HOPMaATABHEE CCaINKK Ha cnegyklde MesnoCylapCTREHHEE
CTaHOADTEI:

MOCT 150 10993-1—2017 Wadenus medvuurcrrg. Ouerka Suonazuyecnozo dedomeaun Meduuurorux uade-
nug. Hacrme 1. Dyessa v uconedosaHus

MOCT 150 10283-5—207171 Madenus meduyurcrue. Oyerka Suonssuveckozao dedomaun Meduyuroius uade-
nud, Yaome 5. HocnedpesHue Ra JUumOomoRcuyHoom e MEamode) in wiiro

MOCT 150 10993-6— 20717 Hadenus meduuurcrne. Ouenks Suonozuveckozo dedomaun Meduyurcrus uade-
nui, Yacme 6. Hecnedoeadue Macmy G20 GeUcMELR NOCRE WMAREHMauLwu

MOCT 150 10993-T— 207171 Madenus medugurorpe. Ouenka GUanozuyecko2o dedomaus weduyurokus uade-
nud. Yacme 7o Demamoudos codBpaa e 3MUNEHONCUda nocne CmeDunusann o

MOCT 150 10983-3— 20771 Madenus medvuurcrue. Ouedks Suanmasuyecro2o dedomeaun Meduuurciux uade-
nud. Yacme 8 Qoroerss MpuHyune UdeHmucburauun o KONUSEcmes DD anpedeimeHUR TOMEeHLUANEHELY H0-
dyrnmos decmpysyul

MOCT 150 70833-T0—20711 Madenus meduyudckre. Oueska Buonoauyackoao defomaun MeduLuHekus u3-
demuld. Yacme 10 Hocnedogadue paz0pasaouwes & cedoubuusuppowest debomeaus

FOCT IS0 109931 2—20171 Hadenus meduiurckie, Ouenka Suonozsuyecko20 dedcmeun seduyumoKLx
uzdenwd. Hacmbe 12, Npuzomoanenus npol b cmasdapmssie 0Gpasiis

MOCT 150 10993-T6—2011 Wademus meduguHorre. Ouesrka Buonoaudeckoan dadcmaun MaduLuHCKTE W3-
dermuld. Yacme 16 Modenupoeadue U Uocmeadogasue MAagsUSONUHEMUSY RRodiKimos ocmpyRLLT U Sbibi8aHuR

MOCT 150 13485—2011 Madenus meduyurcrue. Cucmans MeNedxMonma kavecmad, CucmeMyse mpeta-
ggMUA dnR yenad pesynupoaadus

MOCT MO0 14630—2002 HeakmuaHeis Xupypaudackus wannasmame:. Diwne taxdrneckns Tpedosadna

MOCT 150 1497 1— 2071 Madenur meduyurckus. DUMBHERUE MEHBAEMENME DUCKA & MEJULLHCKLM U3de-
LM

Hanaxwue o PHUHANBHOE
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FOCT 31214—2003 Madenun Meduyurcrue. Tpebodasus k 00pasuan U SORVMEHmanuL. reedcmaanmemb
HE MOKCUEDTOSUYECRUE, CEHUMEDHO-XUMUNECKUE QCNETIAHUR, UCMLIMEHUA HE GIMEDUNEHGEME U LS8 HROLTR

FOCT 31508—2012 Madenus meduyurckue. KNacouhurayus 8 3a8UcUMocy oM MOMeRLEUETEHOED DUCKE
mousmeserus. Cbwue mpadosasua

FOCT 21580 7—2012 (130 11979-7:20071) Murranmams oimaisMonoeudeckus, MampaosynaoHse nuH-
Feis Macme 7. KRUHUMSCKEUE UCHENTISHUR

Npumewanue — r‘Ipa NONL3IOEIHAW HECTOALIWM CTIHIAPTOM Wen EEDDﬁﬂESHD NPOEEPUTE JEACTENE COnINaY-
Hulx CTaHgdaprTos a HH¢DFIMELI,HEI HHOR CHCTEME OBWAaTD NoNEI0BAIHWA — HA MOMUWANRHOM CaaTe dane PEAEHOMD BMEHT-
CTEE NG TEEHRYWEIKOMY PEMYNADOEAHWH W METDONOMAK B CBTH MHTERHST WAK NO SHEMOOHOMY WHPODMALNOH=OMY yKaZaTe-
A aHALKSHANEHHE CTAHAAD TR+, EOTOREA On !"EHHEIDBEH Mo COCTOAHUEY HA 1 AHEADA TEEYLLETD MOOa, W N BRENYCEEM SHe-
MECAYMHOMN WHPORMAULWOHHGNE YRA33TENA «HEUWOHANBHEE CTAHOARTE: 33 TEKYWLIWE rOa. Ecnd cobinorHseIR ©TA HOapT

JAaMEHaH (H3MEeHaH ], TO NPH NCNeI0EAHHMN HACTORUWMM CTAHOAPTOM CNeaYeT DyKGEOACTEORATELA 3AMEHARW MM {MIMEHEH-
HElM | CTEHOAQTOM. Ecnu ComnoyHBG CTAHOBPT OTMEHEH fies 3aMeHsl, TO NONOMERHE, B EOTOpOM 08HE CORNKS HE HeTd,

NUHMEHABTCA B 48CTH, HEe 2ATPAMMBAKIWEN ATY COBNKY

3 TepMWHBI U OnNpeaeneHHUs

B Hacmonler cmandapime ROUMEHEN MepmMun «qe Jogadennsl 3o KoRUas N0 HayUoRansHoMYy CIan-
dapmy eocydapcme, WIoMAN ML @ TpedUCoEUL, 8K ID020I0COESELILY 28 TPLUHAMUE HECMOALEE0 MeH-
e0cydapcmeesHo20 cmandapma, 4 Mass cedyioiue Meputsl © COMMasmCMEIoLLML ONpedensHuanL.

3.1 Gazoman ockpys®HOcTe (refarence circlel: OspysHocTe CTAHS3EPTHOMD paszMepa geametpom 10 vnM
25 MEM, MCNONEIVEMARA JNA WEMEQREHAR SXEHEANEHTHOID JUAMETDE HACTHUEL.

3.2 pRzkoynpyroe nzgenwe (Viscoelastich: Magenve, ofnagamyes CEOACTEAMW BRIKOCTA W YNPYIOOTH,

3.3 pMameTp 3HEMBANEHTHOA nnowanu (equivalent area diameter): JwameTp kpyra. NROWaAE KOTOPOTD 3H-
HBAZANEHTHE NNOWa0W AT WL

3.4 KoHTEAHEep ONR xpaHeHWA (Slorage container): MacTe YNakoBEA, NPEQHASHESEHHAR SR 38WATE H308-
NHA BO BEPEMA TRAHCNOPTHROSaHWA W XDEHEHAR W COSSPHALYAR YNEKOEDHHY BOTABRY W CTERANEHEIA Dapbap.

3.5 rommponedan epynna (conlrod populations). Cyfeexma, KOMOoDs UMINaHMUD0EaRE COKYWermupo-
HEHHLIE O MaNsMonNdaUYECELE BUCKOXLDYDEUNECKUE uadanua.

3.6 mnuxuYeckud ucnermamens (cinical investigator): Moo wuny opeasuIauus, OmMesmomesHHoe(an) 2a
modeeds U LIUHUYSCAUE UCMRITIERUD U HECuEe (3R] mIUHUYECKFN DM esmcideqROCmL 38 Bnasanonyyle eoeine-
HEHHLLE CyOhesmog.

3.7 knumuveckoe ucnsrmanue [climical imvestigalion): Moboe pazpabomanHoe U 2annaRruposas=oe cucme-
MEMUYECKDE UIYYEHUE B JEMAX Moespsy 0e30ma CROGMU WU 3KCINyamaLuoHRLIX CEQTTME agimans Momas uLec-
KUX BUCKOXUOVDEUSECKIE usdamul ¢ ydacmuen cpisermog.

3.8 waGmodamens [monior) Muue, RE3naweHr0s coeasuiamopon dng rafnoderus 38 coomesmomen em
CedcmELT KMUHESECKII0 UENEIMEMEna ADDMOKany KTUHUYECKUX WERBIMAKUGT U AD0880RY UCXO0HEE JaHRbIX.

3.9 nynesan COBWMOBARA BRIKOCTE [Zerm shear viscosity ) YOTAHOSWBWERCA CABKWIOSEA BRIKOCTE NEH CHO-
pocTH COBMra, NEWMEnHEa KWEREE K HYNH.

3.10 opzanvzamop [sponsor): STUYD /unuy Sp2aHU3ETER, KOMODLE HECKIT OMERMCIMESHROCNE 28 HAYaN0
LWUNU ApCes0BHUE KIUAUYESCHUR vorisimarun O8H.

3.1 owomuatencHeln otueT (final report): Joxymans, 2anoneeesf NOCNE CROMYAHEAR MohBTaHeR OBW, B
TOM HHCAS KNHHWHECKDND, COO8DMAWHA ONUCAHKE W OUEHEY PeRIYNETAETOE.

3.12 ofmanemonozuveckos euckoxupypauvecrkoe uadenue; OBM (ophthalmic viscosurgical device):
HDEmyoepEMEaHRLI0 WMIMEHMEm, TEUMEHAGMBIT oYU XUTYOSUYECADM SMEWaManscmes & nepadhel kareps anaza
cyObENmaE.

3.13 neperyHbIR HOHTERHEp (Prmary confainer): AMnyna WM WnpHu, CoOepxaman(Mi) chmansMonozu-
HECHOE BUCHOXUDYPEUSECKOE Uadenue.

NMpumedane—NepErdHEA HOHTER#Ee P ABNASTCH SACTEH CHCTEMEB QOCTAEEH.

3.14 npraw knusuYecKux ucnbimanul; MEH (cinical investigation plan). Joxymerm, onpedensouwd( Yen,
Fadayu. npedrionazaemy Memoionosun, CUCmEery KORMDONA, NPoaaderUuR aHanuid ¢ xpanerus danHB X KTuxg-
HECKUE UEREITaHUG,

3.15 none zpenus okynapson ceten; N30 MNoWans BHYTPW GONBLOR ORQY#EHOCTH.

| (=

Pa3spaboTka anekTpoHHOWM Bepcun - nopTan GostExpert.ru 4 /24
CTpaHuua nokymeHTa - https://GostExpert.ru/gost/gost-31579-2012



https://gostexpert.ru?utm_source=pdf&utm_medium=42388
https://gostexpert.ru/gost/gost-31579-2012?utm_source=pdf&utm_medium=42388&utm_term=page

rocT 21579—2012

3.16 peonornqeckd akTHEMBIA komnonent (Fheologically active component): CoOBOHHEHME K CMECE COE-
OWHEHKHA B rOTCEOM OEREansMONOSUHECHOM SUCKOXUDYP2UHECKGM uadanun, npudaowesfan] MANENKKD BAIKHE AW
BAAKOYNEYIME CEOACTRA.

3.17 coewroear eRakocTe {shear viscosily): CnocoBHocTs BEWECTEE CONPOTUBNATECA JadopManun nog
BO3NERCTENEGM HATPY KN,

MprmesasMs

1 3Ha4EHWE COBWID80) BAILOCTH DNPEOEnAT H8L YACTHOS 07 SENSH#A IHAYSHHWA KACETENEHOMD HANPRMEHHA Ha
IHEHSHME CHOPOCTH COBWME B YOTAHRDBMBWEMCA CORHMDBOM NOTOKE.

2 CABUroeys: BASKOCTs BRPEHANT B MUNNANECKENb-cekyHaEx (MIE - ¢). Fares cABUroays: BASKOCT: BEPEMANU B
CaHTUnyalax [cP).

3.18 ceppezdpil HeGnazonpURMHELID Ucxod (adverse devise effect): Nocneonepayuonreil ucxed, TOMEeH-
LUSTEHG FEPONIOWLGT FHEHU.

Mpumeauadre— Mpukteps Ce0LesHaEIxN HEdAGeonpuAmMKElY vixodoe DNovesdera & FOCT J1530.F, madnu-
wai AT W A2 (npunosensye A).

3.19 cwcTema gocTaBkn (delivery systam): NepMETHYHBIR KOHTEAKSE. B KOTOPOM NOCTEENRNT Ka0ands M 0o-
MONHATENBHBEIE XOMODHEHTE ONA BEE0EHWA JEHHOMD WE0ENWA B IN&E.

3.20 crepunbHbf Gapeep (sterla barrier): Nazer, Ccogep#aWAR CHOTENEMONOTMHECHIE BHCKOEMPYDTHHEc-
KOE WIJENUE ¥ CHCTaMy JOCTREERM, NMOOABDEWER HLYID CTEPWNEHOCTE BO BPEMRA TPEHCNOPTHROBAHWA W XPEHEHWR.

321 eybunerm (subject): Muno, pHacmeyOues 8 KNUHLYECKELY YENEIMANURY & NOUHEREHUSM UCRBIMPEMaz0
OCRIM A0S MOTOSUYECHOS0 BUCKOXUOYDEUYSCKHD20 VLIDENUA WLAY 8 KEYecigs NUUE KOHMPoTsHO0 Sppnns.

3.22 ynpyrocte [elasbicity): CeoacTen (hHansecka TENE BOCC TaHEBNHEE Te NEPBCHARALH YD opmy Noche
nedro psa KK,

MpumedaH®e — IHEYSHAS YNPYIECTH CNDEAENAKRT KEK OTHOWEHWE IHE4EHWA HEFPY 3K [Calkl, BEO3HWEEK LER
BHYTpW TEna) K paIMepy Le@onMELUH (HIMEHEH WD PasMeRoe Tana).

4 Obwwe TpeboBaHuA De3onacHoOCTH oPTaNLMONOrHYECKWX BHCKOXUPYPrHYecKMX
MIOEnKWIA

4.1 TpeGoBaHWA K NPEAYCMOTPEHHBIM XapakTEpHCTHEAM

4.1.1 Otwwme TpeboBaqks K NpegycMoTpeHHEM saparTeprcTrran OBW gorwHel cooTeeTcTEORaTE TpRbORA-
HHAM OMH HEEKTHEHEX RMDYRIHEECKHE aMnnadtatos no FOCT HCO 14630, JononHHTENEHD K HEM MaroToOBMTEN:
OOMEeH ONUCATE M AOKYMEHTUPoRATE EYHKLMOHANEHEE XapakTepucTiey OBM B oTHowe HMA:

a} XUMEHACKOrD COCTARE,

b} peonorsyacsnx ceoAcTs,

C) pPeK TMEHOCTH IAWWTE POOBHYHGNT 3HODTENMA,

4.2 TpeGoBaHWA K KOHCTRPYKTHEHBIM OCODEHHOCTAM

4.2.1 Oowme TpeboBaHWA

4.2.1.1 Obwwa rpabosaHys K NpeayCHoTREHHEIM LAP3KTEPACTHEEM HEAKTUEHE X XHMEYDMMSECKEHE MMINEHTE-
ToE — na FOCT WCO 74830

4.2.1.2 Broe tpefopaHwe, NPeJLABNASMEIE K ONPEAENEHARM XEpakTepHCTRE, ONUCEHHES B Nogpaigana,
nomEHel SeTe COBN0OSHE NP KENBITEHWK MOTIBLM cTeprneHarD DB,

I pPpHRMEYEHRE— YHEIEHHLIE TFI-E'ﬁ-DE-E.H:.-’.Fl NDEOHSIHAYEHH O0A NQUMaHEH®A NpA BTTECTaU®n MarTeprnanoa, HO
HeoBRIETENEHE] K NpHMEsE=MET B CTAHOSPTHOW Nporzamme {IE-EE‘-'I-E"-'IEHHFH'HGHTPQI'IH HBYaLTaa.

42-1 3 Yucrora 'I-'IE-'nDi'Ib'J'g,'EMCH-'I BOAB O0NHHE COOTEETCTEOEATE HHLOTOTE BOOLI OnA I.'EH'I:I’:'IH:LI.I.'IIFl B COOTEE-
roreda o [1].

4.2.2 TpeboBaHWA K oNpageneHdio XapakTepUuCcTUE DEONOrHYECKA AKTHEHEIX KOMMNOHEHTOR

4227 XapakTepHoTHEE SMMAYECENE CBORCTE

MarcToBHTeNE AOMEeH NPELOCTABRT L ONUCAHNE KAHA0M0 PECNOMYECK AKTHEHOMD KOMNOHEHTA, Cogep-
walerocA 8 OBM. HeoBx00umo NepedHcinTe MCXOOHENE MaTe PHANE, WCHONLIYEMbIE NEK 870 KAroTOBMEHWA, 3
Take TpeboBaaHua K KayecTay NPpogykymi. MoxofHsIe MaTepranks: A0n#He CooTReTCTRORATE HOOMATHEHkIM
OOKYMEHTEM NDW WX Hanuunil. K peonoriyecky aKTHEHBIM KOMNOHEHTAM, MIENEYEHHBM 13 MCTOYHMEDR #MBOT-
HOTO NEPOWCROEOEHHR, NPAMEHAKT TREG0BaHWA DErHoHaneHEx cTaraapTos [2], [3] 1 [4].
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Ecnd peonoriHecki asTHEHEM KOMNIOHEHTOM ARNASTCA BRICOKOMONERYNADHEIA OPraHMYaCcKMi NonMmMen,
BCE MNOBTOPAKMUMECA NOOIAAHEA, COCTARMAKALWE NONWMED, J0MHHEl DbiTe MOSHTUOHLHMPOBaHE B XHMAYEC-
KOM OTHOWEHKK, BCE CEAIN MEMTY HHMA JoM#s bl BaiTeE ONACAHLL. Takee 1orsHbl DblTe CNWCAHB NepeKpac-
THEL® CEAIW.

Mpupooa CMECH PRONOrAYackd aKkTMBHOM EoMNoHeHdTa B roToeomM OBM gonuHa SeiTeE ONMCaHa {Hanpu-
Map, pACTEOREHHAA, QUCNEpNMPOBAKMKARA). Ecnu npaacTaenasd pacTeop, SONMHa BeTe ONpeaeneHa pacT Bogu-
MOCTE PEOMOTMYBCKH AKTHRHOMD KOMNOHEHTa B DACTEODUTENE MNP TeMOEDATYDE ero XPaHeHus | npW
TeMnepaType (23 + 2) °C.

4 222 KoHugHTpayws

HOoHUEHTEEUWA BELUECTED K0T PeOnNoTHYecEH aKTHBHOMD KOMNOHENTa B roToBoM OB gomeHa GrTe
NPEACTARNEHA B BHOE MACCKH BRILECTEA Ha equHMLy 0bbema pacTeopa. MocKonesy METOOMES WCNEITAMMA MO-
WET OKAIETE BAMAHKE HA NPEOCTABMNEHHYID CAKTHUSCKYI0 KOHUSHTRALMIO, O0M%HE BRTh YKA3aHe! cTaHQap-
THEe PHIHYECKAE M XMMHYECKME METOOE.

4223 PacnpaienseHne MonaxynApHoR MECCk

Ecnu peonori4ecki akTHeHsIM KoMnoHeHToMm OB AanaeTes BeCOoROMONEKyNRDHBIN Opradneecii no-
nUuMep, QonkHa BeliTe NDECTABMNEHA CPEOHAR MONEKYTTAPHAR MACCA

Mpuaxano, 4to muorke OB cogepsaT BbCOKoMONeyNADHER NONMAWCIEDCHBE NONWMEDE: W UTO pac.
NPEaeneHMe MONesyNADHOHE Macckl MOMET DkiTh KOMNMEKCHEIM,. B TAKWX chiydYadx MaroToRMTENs O0MUEEH Npo-
BECTH JONOMNHATENEHBLIE WCNETAHMA C UENkD NPESCTABHTE ANSKEATHOE ONMCAHWME pacnpenencH4A
MOHEKYNARHON MACCk KOMNOHEHToR B roTapos OBM o cooTeeTCTEYOWKMA oT4eT. JonanHuTensHbe MaTodk,
M0 BOIMOMHOCTH, DOMHHE BbTh CTAMOARTHIOBRAHE.

4.2.3 TpetopaHWa K onpegeneHHio XapakTepUCcTHE MOTOROMNS O TaNkMONOrHYSCKoro
BUCHKOXHPYPTHYECEOro Magenus

42317 Obwwe 1pebopadma

Peonoriseckks ¥ onTiyeckde ceorcTEa OBK fBNRKTCA HAMHECKHMMH XADaKTEDHCTHEAMH, KOTODLIE
ONPEOensiorT WX SKCINYaATaUMOHHEE KBHECTEa B ETAaNEMONOrHYeckon KMpyDrdd, NoaToMy @HUadyeckie Caow-
cTea OBM, woedTHPWUMPOBAHHEIE HIWHKE, OOMN#HE GhTe NONHD W TOYHO ONHcade. PeonorwyecsWa ceoicTRa
O0MHHE BbITh KAMEREHE! B YCNOBUAY, NPEONONAragmMbix B MOMEHT NpMMesenna OB,

4.2.3.2 Coenroeas BRIKOCTL

Capuropan aRskocTe OBM, nocTasnsemMors KoHESHOMY NOTPpebr TenD, gonkHa OwiTe H3MepeHa B O4ana-
F0HE CEOpPOCTENR COBWMIA, KOTODRE BOIHWKEINT B Npoueccs obBHYHOre Menonesaoaawua OB, Mavepadua cnedy-
2T NpOBOOWTE NpH Temnepatype (25 4 2} *C. MenWTatenstdos obopyJoBaHHe W ApYIie YCNoBKMA MakepeHA
O0MHEHE BT SOXYMEHTHROBEME.

NMepuwme=asne— Npeanonaraemsid QHENa36H CLOPOCTER CABWME BPECNONOMEH 0T SOHDT0 KPAAHETD 3HAYNSH®A
0,001 ¢, npuBRdEaAcs & HYNE BOMY COLEWNY, KO0MAE BAIL0YAPYTHR MATERHAN HAXCAKMTCA B HENOOEHHHOM COCTORHWK B Nepe-
AHEA KAMEQE, 00 APYTOnD KpadHens asaqednd orono 1000 ¢, npefnuHancs © yoNoBUAM, KOME BAIKOYIPYTAE MaTepran
ENPBICEHEEMT 8 INa3 “epes KaHIen 0. 0na OBK ¢ H#Z00M BAZKOCTEH WEMERMTE COBMIOBYH BASKOCT: NPM OHEHE HH2KME CHO-
POCTAX COABWME HEBODIMOHHD, B T3EOM CRYYaE BRILOCTE MOMET BRiTe MAMEPEHE NEH CROPSCTH GaeMra ov 1000 ¢ oo canora
H#AZKOMD NPEKTHHECHH ORPSOSNABMONG SHIYEHUA [INA GNpEnene=Ha HYNEE0A CABMIOEDR BAZKOCTH DBM £ ouexe BRCOHOA
BA3IK0CTRH {Bones & 109 Mila o) MoryT noTpedoBsaTecn CHODOOTH COBMME Hwe 0,001 c-1.

COOTHHUSHWE BAIKOCTR/CHOPOCTE COBKIE OOMNKHD GTh NPEACTABRNGHD B BMOE CTAHOAPTHOM rpaduka
3IBMCHMOCTH NOrapydiyMa BRIKOCTH OT NoraprdiMa ckopocT CoeWra. BRakocTe onwHa DuiTe MaMepeHa © no-
ML D BPALWLATENEHOND BHCKOIWMETDE NPK HOPManNsHLIX YoNOoBWAK. HyNeoyss CABWImeayio BRIK0CTE onpege-
NAKT HAK YCTAHOBMBILYIOCE COBMICEYK BRIKOCTE NDW NPWENA¥MIOWERCA K HYNo CEOpOCTH cosura. Ona
PACTREOPOB C BLICOKOH BRIKOCTEH MAMEDEHWA NPOBOAAT C NOMOLLEK PEOMETDE C NOCTOAHHOR HAMDYIK0M.

4.2.3.3 ¥Ynpyrocte

¥npyrocTe OBM gonkHa BeiTe HaMepera Ha vacToTax o7 0,01 go 20 My, MamepeHus cneayeT NposodHTe
npK TeMnepartype (25 + 2) "C. McneTatensydoe obopy0oBaHue M OPYIMe YCNoedMA WIMepedHs DomiHe BeiTh
A0EYMEHTHPOBAMSL. Norapidiset MOOYNA BRIKOCTH W MOOYAA YNPYTOCTH J0NMHEl BelTe NPEOCTABNEHE Ha rpa-
PHKE B IGEHCHMMOCTIA OT NorapHdiMa YacToTh, JaHHuie Tagme MoryT OeiTe NpegcTaBneHs B 8o rpadvka aa-
BHCHMOCTH YNPYrocTW OT Norapychiia 9acToThl B NPOUEHTHOM BliDame M.

4.2.34 Xemn4BcKoa onMcaHHE KOMADHEHTOR

HaroTopuTens Qon#es JokyMEHTANEHC NOATEEDLMTE bW YI0 NPMpOdy pACTECEMTENA, 4 TAKKE NpegeTa-
BWTE MOGPoGHEIA CNMCOK BCEX KOMMOHEHTOoR, SO0CHOBAHHE WX BENIOYEHWA B COCTAE W MONADHYH KOHUEHTRa-

4
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umio B roToeos OBW. KosmnoHeHTel 40MKHEl COOTEETCTECEATE TREO0BAHUAR HODMATABHLIX DOKVMEHTOR NEK HX
HAMAHKH.

4235 3uageqwa pH

SHadesye pH roToaone OBH cnegyeT MIMepATeE NOCHEdCcTESM Kandbpooawsoro pH-MeTpa nNpK Tesnepa-
Tvpe (25 1 2) °C. 3uasedde pH OB nomsHo HaxodWuTeEC B ghanaiode oT 6.8 oo 7.6, 3uadedke pH OB gon-
HHO BisTs GNWaKKM & 3HaseHe pH cTeknosrgHon eewectea (pH 7.38), 4tobsl NpeocTBpaTHTE NOBDEXKIEHKE
ENETOK POroBrYHON IMgoTenwA. Mconedoeania in vilro NOKa3Iand, 4To adanasod pH, nepedociMsln JH00TEMK-
B3, CYMAETCA C YRENWYEHWEM BEPEMEHIA BOAOSRCTEHMA,

4238 XaMuHeEcErE d SHONOrHYEckie SArpRIHARLME NPHMMEcH

OnpegeneHde MoOTEHUWansHD oNEcHLX XHMAHECKEY ¥ DHonoriHeckiis 3arpasHAmLKEE NoMMeced gon-
WHD BLITE NPOBE0eHD NOCPeCTEOM aHaANK3a PHCKoE. B HexOOHLIX MaTepranax DHonordHeckoro Nponcxomge-
HWA 3TH NPUMECK MOMYT BEMNICHaTe B ceba Bentd. HYKNeHHOBRIE KHCNoTel W gpyrve sewecTea. MpuMeck B
roToeon OB, NonyYeHHbIE 13 HCXODHEX MATERMANOS UMK NOSRNAINLWECA B NPOUECOE MATOTOBRMEHKS [HanpK-
mMEp, BEWLECTREE, oDpayviolw e NeperpecTHEE CBAIN, W AHTUCKCMAHTE ), NPERCTARNSI0WMe coSol NoTeHUn-
ANkHYH: ONACHOCTE ONA THAMEA Maa WiM CHCTEMHYID ONacHOCT, J0NMHE DeiTh KOEHTHHDWUMPOBAEREL, 8 WX
EDHUEeHTpayWa B rotoeor OBM goniHa DeiTe onpegenska.

I pPHBMEYEHAE— YacTeimu FATPRZIHUTENAMH ABNAICTOA KANNW EpSMHAEBOR CMEIKH, BaliTeKaDWEe Wl WipHUa
GLHBoHD NpHHHRRIGEMEBE 23 BOIGYIWWHEE NYIRDEKH WKW 43aCTHLUR. 3TOT HCTOWH MK JBETPRIHBHWA DB Heofxoaumo pac-
CHMOTRETE NPKA OWaHEE PHCHOE.

3arpAIHRIOWWE NPMMEc J0NHHE BeiTe ONpagdenetl © NOMOILLI CTAHIAPTHEY aHANKTHYECKWE METO-
008 {NPH WX HAMNAYHA ), KOTOPRIE O0MmEHsl OsiTe ONWCaHe. MpegensHble KoHUEHTPALMA MASHTAHLMPOBIHMHbIX
NEMMEeced JomeHsl OulTe YCTAHOBMEHL W ONWCAHE. HeoBx0oQWMOCTE NPORSdEHHA HCNBTAHKA ONA NMPOBEDRKA
SHONOTHYECKONT ASRCTREWA ATHX NOHMECEA B NpOUecce oueH Buonomdeckol BesonackocTi onpedenawnT no
pEIyNETaTam aHanuaa pyickos.

4.2.3.6 OUMoTHHeckaR KOHUEHTPALWS

M aroToBM TN GOMHeH SNpegendTh @ JoRyMaHTHpO0BaTe J4anas30H aCMOTHYECKOR KoHUEHTpaurn DB,
OCMOnNANEHOCTE roToRore OB W nonsHa SelTe o7 200 oo 400 mOcw/kr. OCMONANEHOCTE J0NHHA BuiTe ONpege-
MEHEA G NOMOLLE NARCBGTS WM KPHOCKONMYECKOTD OCMOMETPE NDW HOPMANLHLIX YCNOBHRX.

4.2.3.8 KoaoauweHsT nponycEaHiA

KoagduuykedT nponyckadia roToeoro OB gonseH BelTe wanmepeH B granaszode o7 300 go 1100 1. Pe-
YNLTAT B OOMEH b DbiTe NpeGCTaBneEHs 8 rpadu4eckoi opre: KoathdUUMERT NRONYCKAHKR, T B 33BUCHMOC-
TH OT ONKHEBE BOMHE, H.

4.2.3.9 Teepable 4acrium

Mpk HamwdWia B rotToaos OBW yacTiy onpegeneHHond pasMepa W XapakTepyicTiE NoTeHUHansHD Boa-
MCHHD BOSHWEHOBEHWE HEENAroNPUATHLIX ABMNEHHA. HANPHMED, MIBRITOYMHOE WK ANWTENLHOE N0 BReMaHd No-
BhilleHWe BHYTPHIMAIHOND Gaaneqds (ganee — BI).

MeW NPOBEEEHWH OLUEHKA PHCKOB HEODHOOWMO ONPedenkTeE NOTEHLWANEHYH BOAMOMHOCTE SArpAIHEHAA
unK obpaijoeaqsA 4acTyy, B OB B npoyecce #arcToRNEHWA, B YCNOBHAX, O¥MOAEMelX NPW TREHCNopTHpoSa-
HHM W XDaHEHHH, 8 TaKse NpW MeNonesoear OBM. B qacTHoCTH, HeoBxoqWMMo YH4HTEIBATE NOTEHLMANEHYI0
BOAMOKHOCTE ArperiposaHHA. ToONUMMENUISLMH 11 NPUNUNAHKUA YACTHL K BHYTDUMAasHeM THaHAM.

I PAREBEYEH®RE— OB, CoQ2p¥aWwne CAHTETHYECERE NONAME DB, NGBS DHMEHE] IHAYATENEHD fonee BRICORCMY
PUCEY I:IEFI S20EAHAA MHEKpOraned, AHeHTHE MK GHA KOTODEE W ONPEdanasHe W KON YeLTaeHHors COCTERE METOOOM paCCa-
AHHOMD CEETA ANH MUKQOCEONHYMECKRMHA METOO0AME 33TDYOHATENEHE.

MaroTOBMTENL DOMMEH NEWMBECTH KapakTEPUCTURY NOTEHLUWANBHOR ONACHOCTA, CERTAMHON C YACTWUaMM
KAMOoMo BHOA, BLIABMNEHHOMND NPM NPOBSSEHHM OUEHKW DHUCKOR.

MaroToBMTENE O0MTHKEH CXApaAKTERWI0EATE B, PAIMEDE M KONWYSCTED YACT WL, KMEIDLLWECA B TOTODOM
OBW. DommHel GeiTe YCTAHOBMSHE TPEOENEHEIE JHIYEHKA N0 YACTALEM Kaka0r0 BILE, NoSTEepKIeHHBIE CO-
OTRETCTEYIOWIMM OEOCHORIHHEM,

I pPAMBEYHABHWE— MeTon cnpefenaHdR KOMuHecTBE HACTHL, NpeaCTAENEH B NPARCHEHRW .

4.2.3.10 Nokazatens NPENOMREHNA O TANEMONOIMYECERE BACKDXMDYREIHHECKIE KWaO08Nna
Mokazartenes npenosnedus OBW nonses EeTe HAMEDEH C TOMOWED pedpakToMeTpa Np9d TeMRepaType
{25 £ 2) *C npr thKCHPOBAMHOR GNHHE BONHbI.

I pPARREYEHWE — OHaEnasoH PEEOMEHDyEM B SHETEHUWA NOKAZATENES NPSNOMAEEHA J0NKeH BhiTE NpUEBGEH B
TEXHHYECKENE YLNOBHAX HA OBW soHEpeTHOMS TUNA.
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4.3 TpebopaHWA K oUeHES CBOWRCTE rOTOBOrS O TanLMonoriYecrkore BUCKOXHPYPIHYECroro

Hanenua

4.3.1 Odwme TpebopanKA

4.3.1.1 TpeGosavua koueske ceoRcTE OB SomuHbl COCTEETCTEOEATE 00 WMM TPEEDBAHKARK, MPRBSSEHH LIk
B FOCT KHOC 14630 ANA HEIKTHEHBY XADYPIMYECKWX WMNNAHTATOR, W cucmemHan  mpeboganuam
FOCT IS0 1 3485,

4.3.1.2 Tpeboaanwus ¥ OBH 4 doxyMenmalduy, npadcmaanaembid Ha MOKCUNCIOaUYecKUe, caMumap-
HO=XLMUYACKUE LUCNBIMAaNUE, UCNBIMAaMNLA N8 CMERUILHOCTTE U UPO2EHHOCME, JOMKHE CODMEBSMCMEnEames
FOCT 31214,

4.3.1.3 Otugue mpaboeaHus & OUBHKE NOMBHULAMLMO20 PUCKS NpuMedasus OBM donedel coomag-
momesdams FOCT 31508,

4.3.2 TpeGoBaHHA K OUEHEE BHONOMMYECKOM Ge3onacHoCTH

4.3.2.1 Obwwke tpaboBaHms

CryeHgy Sruonor§eckol BeaonacHocTi OBY crnedyeT HaqWHaTe C AHankaa pUCKoa W NpoBoOMTE 1 A0KY-
MEHTHUPOBATE B COOTRETCTRMK ¢ MOCT 150 74471, MNo peaynkTaTasm asaniia pUCKoa OoMmkHbl B:Te onpegense-
Het MCMBITAHKMA, HEODXOOMMEIE 0NA oueHKd BronoriHeckon SesonackocTi OB,

Ona OBW, coaepsaiy MaTepHanol SHB0THOTD NPOMCKOMIEHNA, DONKHE GeiTe NPHMEHEHE aHANH3
PHCKOR W TREGOBAHMA K MEHEIHMENTY, NpHBsdeHHBIE B [2], [3] W [4].

Ona ecax OBM gonmHe: BaiTe COBMKAEHE TPEBOBAHWA, NPELLABNAEMBIE £ oUeHEE BUonormdeckon Geao-
NacHOCTA N0 FOCT IS0 10893-1. FOCT IS0 14953-5, rOCT IS0 10993-10, 1 TpeboBaHHA, ManoHeHHLIe B HACTO-
AlLEM Noopasnens.

NMpumevannna

1 Ha 0CHOEEHME THNWHHOMD CNWHUSECKOTD NPHMEHEHWA B fepeaHeln Kkamepe tnaza OBY knacchdeulpynT Kak
THMANESTHRYEMEE HANEMNHR. TEEHEROCTE . PIONLITAH®A H3SEAWA JEHHOE ¥ ODYTHE KETEMOP AW, NPegcTaBNesHEE B TEE-
ndue 1 rocT IS0 10983-1. npMeageds TONEK: N pyLoBo0cTes Des YHESaHWA MEKCAMANEHEX AW MUHHEMANEHE X TP&-
GoaaHun.

2 DonyckaeTod soMBMEMpOEaTE HCNLITEHWA HE GHONOrMYeckysd COBMECTHMOLTE, YMEHBLWEA YUEND HHBOTHRIX, HE-
obEoaRMEE ANA NPOESAEHHA HCNETEHRA. (88 MCNEITAHMA MOTyYT BEITe NpoBESEss OAHOBREMEHHD HE QOHOM HEBOTHOM
NEH YCNOBWA, 4TO HCTETYEMOE HABOTHIE HE NOAESPramT YpeIMapHof DoaM Wnn cTRanaHHA M.

4.3.2.2 Mcneitasiie HMNNaHTaLHER BEYTPE MMaaa

AnA npoeegdeqHda JaHHom MCNLITAHKA JoNHHE BuiTe MCNONEISEAHE NOIW LA KMINaHTaLKK, B NepagHaR
KamMepe rasa WnW cTeknoamaHom Tane. JorsHsl SHTe NPUMEHEHL YacTHLIE TPEOoBAHKA K WCHETAHAAM K-
MAAHTALKER BHYTDL FNa33, YEIZAHHLIE B NPHNoHEHH A,

Ecnu nonwtyemoe OBH BeianBaeT SONBWYH Deakylse mMaia vnK eccnaneqqe, Jem OB, ncnonsaye-
MOE KK KOHTROMBHDE, Heo0X0OMMS NPOBECTH OUEHKY COOTHOWEHKR PUCKNONB33.

4.3.24 Wcnwitakue Ha BakTepHanbHelE 3HODTORCHHEI

OBM gonweo OeiTe OUBHEHD HA HaNWYWe BakTepHansHbly AHOOTOKCHHOR C NOMOWeR LAL-TecTa (Ha
iyneType fimulus amoebocyie lysalz) B CODTBETCTEMA © METOOMKDR, ONMCaHHoR B [5]. MnK akEMBaNaHTHOR ar-
TECTOBAHHON METOOMEOH MCRBTaHKA. DB, B KoTopom npegen DakTepyaneHey 3HE0TOKCHHOB NPEeBLIWasT
0.5 e0MHALEl IHIOTOKCHHOR (E3) Ha MUNOWNHTR, CHETANT HE NPOWEeILWHK BCNLITaHKE.

4.3.2.4 HeneimaHie Ha BHY TRAMNS3HOS JAENE8HAE

MEnplTaHke Ha BHYTRMIMAaIHoE JaBNEHHE JoNHHD GhiTe NPOBELEHD B COOTERTCTEWA C METOQWEDA, Nped-
CTARNEHHOW B NPHNOHKEHAW B.

Ecnd voneTyeros OB BriskiBaeT GONee BeICOKDS JaBNSHKE WNd Gones ANWTENLHOE NoBLIWaH e gaa-
neMus, 4em OB, wononsayemoe Kak EOHTRPONLHMOE, HEOSKXOOQWMO NPOBECTH OUEHEY COOTHOWEHKA PHCK o=
Maa.

PeaynuTaTel MCNEITAHMA GOMHHE B51Te HCNONEI0BEIHE OM8 ONPEASNEHKMA BEDOATHOM IHIYEHWA | OMW-
TENEHOCTH NOCAEINENALWOHHOND NOBEILLEHWA BHYTPHINAIH0MD JABNSHAA. 3TO NORNKAST Ha NNaH ENWHWHEC-
KoM WCMBTaHWA W MOWET nNoTpeboBaTe NOCNECNEPAUMOHHLIX WIMEDEHHR BHYTPWIMAIHROMD JaBMNEHHA
O0NONHATENRHD B NPHEESEHHLIM B 4.4 3 Nepuodan BpemaHil.

4.3.2.5 Yaanewwe ooTATOMHOM OHTENLMONGrMHECELID BMCEDXMPYRIMHECED D MANEN WA M3 NepaqHER Ha MEp kI

Mp# oTCYTCTEMW NATEPATYDHBIX JaHHBX MO yianeHkn octartodHors OBW cyopocTe, © KOTOPOA OCTaTO4-
Hoe OB BHMBIBAETCA W3 NepedHed KaMepsl Yeped TPaGekyNAPHYD 1My, A0MEHA GbiTe ONpegeneHa © Mc-
MONBEI0BIHWEN COOTEETCTBYIOWEro METOSa WONBITAHWA, HaNpUMED © NOMOLWEES FMUHECLEHTHEIX MM
PROKOMIOTONHLIX MAPKEDOS, M NPEJCTABNEHA B OTHETE.

&
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4.3.26 Derpafauns W TOKCHRDEMHETHEE

Ml OTCYTETBMA NMTERATYRHEX JaHHLX O NoEEOEHKMH OB naroTopuTeNs gONKeH NPeacTapuTe LOKa3a-
TEMLCTED: NYTH yoanawusa, BuoTpadcdopMausio v kaTabonuyecke NpoaykTe: KOMNoHEHMTOR. MaeHTHMKE-
LMIO M KOMMYECcTESHHOE ONPELENeHUe NPOOYKTOR OeCcTPyELMKY, WCCNenosaHHe TONCHEOKMHETHEM NPOOYKTOR
OECTEYELAK ¥ BEMEBAHKME NPOBOGAT Na FOCT 150 10893-5 v TOCT ISC 10993-16.

4.4 TpetoBaHWA K KNHHMYSCKON OUBHKE

4.4.1 O6wme TpebosaHna

HacToAWKE Negpailgen yoTadasnueasT TRebosasyda K KNUEYHeckon olexke OBM B nepeaqen kaMepes
rnaaa. ﬂ,DﬂHHLﬂ- GhlTh NPHAMEHEHBI obHe Tp-E:EL'IBEHHH K HEAETHEHR M XA DY OrHHECEMM WMON2HTATEM MO Ha G0-
HANBHOMY CTaHOAQRTY MCYOApCTE, YNOMAHYTEE B NPEIACN0BAH, K2k NPporonoCoia Bllky 38 NDMHATAS HaCoToR-
LWErD MERMOCYIAPCTESHHOND CTAHAARTS KW YacTHeE TpetorannA 4.4.2—4 4 6.

4.4.2 NMnaH KNAHAYBCHOND MCNLITAHWA

4421 Oonwua BeiTe NPOBSAEHD CTATACTHHNECKDE KNMHHWSECKOE WCNLITEHHE B KOHTDOMWEYEM bIY YCNOSHRY.
Uenek pocnaoeaHyds gomneHa OeiTh QOKYVMEHTANBHO NOATESDHAEHHAR BRAONACHOCTE HOBOMD BRAKOYNpyrorn OB M
BO BPEMA ONEpauKi B NEPaOHER KAMEDE NO CRaBHEHAM G ROHTRONEHBM DBK. Axanwz prchos A0NHEH CNPEqenTs
WMCXOSHYE TANCoTEaY, 8 ANA Pac4eTa HeoSXoOWMOorD YHMcna cyDhesToR B Kakaon KOHTDOMEHORN MEynne SonHHes
GhiTe HCNONBICEAHE CTAHSADTHRIE EHUOCTATHCTHYECKWE OpMY b,

4.4 22 KonTponbHsM M3gendes 0onsHe BeiTe gosymedtaposaqsoe DB, Wapoks npogasasmoe B Ta4sSHne
MOCASOHNE IRTA 8T M NPEAHEZHEYEHHOS AR TOMD #E NPUMaHEHKA . KNuHMHeCAE MCORITATENL DONKEH 3I308A0TED-
BaTe He MaHEe 20 cyDeexToR wnk Bones 25 % 0bwero Yacna cybeekToR, BOENSYEHHEE B KCCNanoEaHWe, MUChD He
NOBEASHHEX S0 HOHUA CyEherToE B KAKADA KOHTRONBHOR MOYIRE JOnNHEH0 COCTERNATE HE Banes 10 % obwera yicna
BOBMEHEHHEY B BCCNES0BAHNE CyDRERTOR,

MphuMedaHd®e— Mocne0oBaHWA, NPOECOMMES 8 OOHCH CTOEHE, MOTYT Bxl383Ts NOABNEHWE QONGNHMTENBHE X
TpeBosaH il N0 B NGNHEHAD NpARDELIE HOPM B ADYIAX CTREHEE.

4423 Kawgb# ENAHEYECKAR WONLITATENs: OOMHEH HCNONEI0EETE NPH MCCAEN0EBHHA NMHHIE COHOID W TOMm
HE THNA N DAWHAKDBEYH CMPYErMHECKYIE Onapauui gnys Bcex cyDbadTos.

4.4 24 Habnogarenu He JansHe NEUHAMATE YHACTHE B KNAHWYECKOM BOCNeaosaHmn. DK HeB0amasHOCT e
CREEHEHWA PEIYNETATOR MCCNEODEBAHMA HOBIM W OHTponeHOrD OB M nocneonepaunoHHe8 MCCNEBOOSAHHA pa3pa-
WAATCH NPOBECTH HEZBEMCHM oMY Habnwoaarans, koTopeIA He DONEEH 3HATE, kEakose OBH Buno wonone3oeaqo.

4.4.2.5 Ecnw varoToENTENL NPSINONarasT cOanate QoNonHETaNEHLE J3RENSHUA, HBNPAMED B OTHOWEHAK
noCAeoneapayuoHHor aancTewn DB, gne nogoensaHue TAKKE 3aRANSHEA JormHHel BRiTe ONPELEN8HE JUNINHA-
TENLHBIE OpHEHTHDE, 8 TEKKE BbINONHEH CODTEETCTEYIGWAA NEPECYET HE0OXoOHMONT YHona cvisekToR.

4.4 26 B npoygccs sNAHKHacEAE MCNETAHWRE J0MmEHb B97Te QUSHEHS CNEQYTLME NEJEMEHHEE NADAMETRE

a4} aHadeHre W ONKTENEHOCTE NOCNeoNSpALMOHHOID NOBLILEHHA BHYTERINAIHOM J3RNEHNR,

Bl sueno knetor sHASTENMR POTOBHLAL,

C) BOCNANWTENLHEA PEAKLKA MA3a WAk gpyree HeBNaroNpUATHRE MeXoNEPaUMOHHEIE KA NOCNS0NEpaUn-
OHHBIE ABIEHKA.

4.4. 2.7 Pacwern wucna cpbbesmod, reobodumex OrR Apoesdenus KNUHUYECKL: yonsimadud OBK g uomer-
My SMeiE U ROHMPOMLRGE 2opnnak, npedocmadanay g npurcweHuy 0.

4.4.3 (lMocneonepaynoHHaA CUEHKA NOBLILEHAA BHYTPAMMAalHoro gasneHMa

4.4.31 BayTpWrmanoa SEsneHns Jormmss GuTh MAMEPERD © NOMOWED annnNaHauMoHHon ToHomerpa Mo-
NefdMaEHd Nepes onepauvel i Nacne onepaury B cnagyoiLMe naguogsl BpemMeHm:

(6=2)4; (24 24)4; 1 wegena = 2 cyT, 1 wec & 7 cyT, 3 Mec L+ 2 nenany.

4.4.3.2 B cny4ae ecni BHYTOWMIMAIHOS QABNEHHE OTAEMNBHOMD KOABITYEMOD CyDberTd OUTRETER NOB biieH-
HElM B TaHaHWE Donea 24 4, 0on#He BelTe NPOBESEH bl QONONHUTANEHRE WEMEDEHHR, NOKE 3IHAYEHWE BHYTPATE3HO-
re OABMEHMA HE QUCTHANHET YPOEHR HOPEMBI.

4.4.3.3 HazHa4eHne MEQHKEMEHTOE NS NOHMKEHUA JEENEHNR B NODME NEpHOOL BpEMEHH SOMEHD BeiTe
O OMAEHO OOXYMEHTANEHO, M JaHHBIE OON#HE DR Th NPAQOCTABNEHE OTOSNEHD N0 KEMG0MY CyiserTy. Ecne odim-
UMENEHD Oy DNHEOEEHHEE HCTOYHHER, DEIYNETATE HCNBTAHNA HB MHBOTHBIX MM KNWHHSECEHA ONBIT O0XKS2RIEAHIT,
HTO MEKCHMANEHOS BHYTPHIMEIHO0E JEBNEHME NOKENASTCA BHE NOGNS0NAPDAUMOHRDI dranasoHa or 4 go B 4, naro-
TOBHMTENG OONHEH HIMEHNATE MMNEH KNWHEHECKOrD KCABITEHMA B BHECSTH B HEMD JONOMHHTENEHOE H3MapSEHHE BHYTEH-
FIEEIHOID QHBENSHWA B MOMEHT, BNHMaEHA € MBECHManNsHOMY SHEYEHHD BEHYTPHINIAZHOMD SEBNEHAR.

4.4.3.4 MOHHTOPHHI MCNBTYeMBIX CYTREKTOR C BHYTPHUIN3IHEIM JaBNeH e, BONee Wk pasHsn 30 M
DT CT., A0JEEEH DT NpoREOEH Y2DE3 HEQEMNKY 1M NOAHE B Te4eHWE BOEM MCCNeqoBaMiA. Ecnm 4acToTHOCTE MOs=
HATOPMMIE CTATHCTHS2CKE NpEBLIWAST E Jaamos Hynepde IHadende, CnegyeT pacCMOoTpEeTE BOAMOEHOLTE

)
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NPEXIERDEMEHHOMD NPSKPAWSHHA KNUHA-ECRONT HECMBQ0eaHUA. [aHHBIA 8HANWE SoN3aH DeITe NPOBSOEH BO BREMA
HOCMEOOEIHKA MO BCEMY HHCNY HCNETYEM BIX Gy‘E]:-EHTDE. d B ROHUE HCCneogdHMR — no H-EHLIJ.EI;‘I HEﬁhI?'_l.'EIMDIF! raynnea.
Mo JEHSPLIBHAK ACCNEN0BaHMA aHanua I.'!'JME‘FIEIHH]T'I BHYTREArNZ3AHDM OJ8NBHWA JOIHEH BENOY4ETE B ceds pacyHart
CpagHMmx IHAEHEHHA, 8 TEKHE YACTOTHOCTH 3HAYEHAR BHYTPAMMAIHDND OaBNeHAA. Bonae il REEHOM 30 PT. CT.

4.4.4 MogcuyeT YWcna KNEToK IHOOTENHA POTOBHLLI

COCTOAHWE IHOCTENKA POMOBMUELI DLSHKBIKOT NYTEM NOOCHETa YKCHa KNeTox 3IHA0TEMNMA DOToBKUEBl 40
onepadkd i Hepes (3 £ 0.5) Mec nocne onegauma.

4.4.5 NocneonepaukoHHAA BOCNANKTENLHAA PEAKUMA rNala

CTENEd s PEAKLWA BOCTIANEHHA Masa oUeHKBAINT MaToOoM GHOMMEPOCKONWK C MCNONEI0Ra HHEM WENEe-
BCH MaMNul @ KMAHWHSECHA KNacci uupyioT NpK £2mO0M H3Mepe i BHYTPWINAaIHoro JaEneH A,

4.4.6 Cepoesnsid HebmasonpuRMHALG Ucxod

KNWHAYECckWE WCCNEQOBATENW QOMHHE NEEGOCTARNATE OTHETE O COPBEIHBIX MEMONEDALUMOHHEIX M Mo~
CNE0NSRalnoHHLIX MCXOOAK JAKAIHMKY HEMEANBHHD, KAK TONLKS O HWX CTano wisecTHO. Boe apyrve HeGnaro-
NEHATHEIE MCXOOE A0MHEHE GRTE JOKYMEHTHROBAME B MCTODURX GOnEaHM.

5 TpeboBAHWA K CTEPMNWIALMM

5.1 OBM pgonsHo BblTe STERWNA30EAHD & COOTESTCTEMK C TPEDOBAHARMK K CTEDMMKZAUMM, YEA2AHHEIMA B
FOCT OO0 T4630 ONA HESKTUEHLIX HMPYDrHYeCcKWE HMNNaHTaTOoR.

5.2 K OB unM o EOMMOHSHTEM, NPY CTEJHNAIELNAE KOTORLIE HONONEIVI0T BNEMH0E TEnno, JomeHsl Gmte
NpHMaHeHLl TpeboaasdA no [G].

53 K OB unu 810 KOMICHEHTAM, NPH CTE0WNHRIE LMK KOTOPEX ACAONEYI0T 3TUNEHORCKA, A0MmHHbl BmTe npe-
MEHSHE TpabosaHns no [7].

NMpumMmewasne — YoTaHODENEHD, 4T0 TEeDOBAHMA, ONPELENARNLUE NEHEMNEMEE YPOBHN DCTATOMHOMD 3THNE-
HOHCHAE, YEadadHse & FOOT (50 10083-7, senperesd el £ OBM. HAX0QRWEMOR B ROHTAKTE C BRCOROMYBCTEMTEREH B MK
TEAHAMMK, HANPUMED TEEHAMNA rnaza. JononHaTeNsHEES YERISHHA N0 NpereseHdD TpeGosadnd FOCT IS0 10053-F npres-
denk B (8] Ann weTpaosynapses OBW cneunanedsix KBTErOpAR NpEOenEHoe COOS8pMaH@e STHREHOKCUOE ONA HHTREoKY-
MAPHOA NWEHIE YCTEHOBMEHO =38 ypoese 05 smer B pgese. Ho He Gonee 1,25 smer B uenos. lNpegenst gna opyrux
MHTpao=EynApaeex DBK paryT OsiTe NPegBapMTENEHS 350EHE HCRGOR W3 MaAccw OBN.

MpeneneHog cogepraHye aTineHorcikaa ana OBM gonsHo cocTaenaTe 60 MErMn {QononHWTENbHaA
MHBODMALKA MO METOOWKE MAMEDEHIMA NpHBeqeHa B [8]).

NMpumeywadne— B Texsudecsom MHEODMALMOHHOM oTHaTe [B] oTey TeTEyT TpeboBaHHA N NpadenbHOMY Co-
OEDHEHNE 3THNeHENoprEaApRHE. MpegnonaraeTea, 4To 8 #0200l pegakyun [B] Gyaer yoTEHORNEHD NPEAENBHOS COABDWE-
HHE ITUNEHENORTUOPMHE ANA #HTPRECKYNARHEE OBH, conepxawue xNopea, 8 HETEIPe DA3E NPEELILA LSS COOSpMaHME
STHMEHOKCHAE. ITO CNEQYET YU TeIBEETE NRW oueHke Buonormsecsod GeaonacHooTe DEM.

5.4 K OBW, npr CTERMNHIALMA KOTOP bIX WCIONLIYOT 08nyYerre, AO0MMHb BuTh NPMMEH EHEl TRE00BAHAA
na [59].
Mpuwmesadne— WagecTHo, 4To mHorme JBW cofepxaTt SecoKOMONEKYIARHEER NONUMEDE, HE FEARK L HECH

TEPMOCTOREHME, @ 4TE CTERMNMISUAA BNAMHEM TEANOM MOEET CKA3ETE OTPHUATENEHGE BOS1ERCTEME HE WK DECNOAYEG-
K cBoRCTEE. Ecnd OBM Hens3A cTERMNHAI0EATE BNAMHERM TENM0M, NPMMEHRIOT BCeNTHYECKY D obpaboTy.

5.5 KOBW, koTopble HE CTERANASYIIT, D NOQBARIEINT dcenTH<eckon obpaboTie, Qorokkel BelTe NPAMEHEHI
rpeboaadKs [10]. CooTEETSTEME DAHHOMY MERIYHAPOOHOMY CTAHAAETY QOMNHHO B8 Te NOOTEEREOSHO ATTECTORSH-
HEIM MCCNBEJ0SEHHENM B CPELE C NPEASIEHD OONYCTHMBIM YPOBHEM 38rpRaHEHNA — 10-7,

Npumesande—CTaHgapt [10] yeteaHasnveasT ofwre TpeDOBaIHUA M COSEPHHT PYROBOGCTES NO NPOWLECCAM,
NEOrPEMMAM W METOOMEEM STTECTALMM W KOHTRONA MeO@URHCKWE MA0ENWA, NoOeepraesMsx scenteyeckon obpaboTae,
CraHoapT [10], B 4acTHOCTH, NpemMesns £ oBpaBoTie @UaMoneryecsuy {BogHEK) DECTEOPOR 1, CNS00BETANLEHO, HRMEET 0T-
HOLWE HWE € W3roTeenesn:n 3B, Cneaynlive S acTh CTaHaapta [10] ByayT Nocen Wess CNeUHanM3MDoBEaHHE M NpoUeccam,
TEKWM KAk DUNETPAURA W NEoEHNMIZUAR.

6 TpebopaHus K cTADMNLHOCTH OPTANEMONOrMYECKUX BMCKOXUPYPrUYecKux
M3genvn

E1 WMaroToeMTENRL ADMHEH DNpEaanitTh H YWCTAHODEN TE CROK OO HOCTH [l NP XpaHaHre 2 CENaQCERE NDME -
WEHHAK ¥ CACTEMY SocTassy. OnpeOenaHne CooKE rogHacT Npw xpaHeHK AomsHo BelTe NPOBEGEHD B pEank-
HOM MAcwTabe BpeMeHd WNK NO YCOHOPEMHOW METOOWEE NpW Temneparype He Dones 45 "C C uensw

]
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NoATEEROK TR, YT0 OCHOBHBIE XARAKTEPMCTHEWM Mo BEI0NACHOCTH M MDPEKTHEHLIE MCMNYETAUMOHHEIE Ka-
Yacrea roToaorn JBEW W cHoTEMBl QOCTABKH HEXOOATOR B YOTAHOBNEHHEIX NPENENaX 8 TeHeHHE 00oanaenr0oro cpo-
KA MOOHOCTH MPW OHMOAEMBIX YCNOBKAR TDAHCNOPTHROBAHWA W XDaHEHWA.

6.2 MNapamatphl W XAPDIAKTEPACTHEN, KOTOPHE HEOOXOZMMO EOHTPONWPDEATE BO BPEMA WCCNENOBaHWA CPORa
roOHOCTH NP XPDEHEHAR. PRonorHHecedid npodune, pH, cTeprneHOCTE W gpyrie hakTops. YCTAHDBMNEHHBIE NpX
AHAMWIE DUCKDE K8K KpUTHYEckke one BeacnacHaro npusmadaqrs OBIA.

6.3 WMameHarns coctass OB, MexagHelx METERRAN0E M A NOCTABWYWKDE, YCNOBME MATOTORNEBHAR, BKNKHAR
MPOUSCcE CTERHMHZEUAN, THIT YMEKIEKA HITH YNEX0E04HBIE MATEQHANSE, MOMYT 0KE28Te HEGNSroNpUATHOS BNUAHWE HE
cpok cnysbel OBM npw xpadedHnd. YoTaHoBNEHHEWR Cpok cnyxbe GBI npr xpaHaHmy gomEed DeTh NEPSCMOTREH,
ECIA NPY SHEMRIE DHEROE BBIRBNSHO MAMEHEH HE TEXHOMOIMA HAMTOENEHAR. H4TO MONET MOENWATE HA CTABMNEHICTE
OB

7 TpeGoBaHWA K LENOCTHOCTH M XaPaKTEPHUCTHKE KOMNMNEKTA AOCTABKW

7.1 OB nocTaenmnT B reprMeTHHHBIX SOHTERHSDEX BMECTE © RaHIONER QnR ssegaqnys OBW & rmaa. 3ta aga
KOMMOHEHTH ABNAKTCR KOMINEKTOM OOCTAE KA.

7.2 OroyToTers MeXaHHYSCEOND NOBPEXOEHHA KOMNNSKTE SOCTAREKY DONHE BRTh NOYTESDKOSHO MCNLITA-
HUAMHK anA npumasesdn OBM no HazsaseHuo.

7.3 Pranko-sMMAHECEAA coBRBECTHMOCTE DB v komMnnerTa gocTaem SomseHel GrTE TAKHE OUSHEHL.

8 TpeboBaHKsm K ynakoBke

B.1 JawmMTta oT NoBPeXOEHHA NP XPaHEHHA W TRAHCNOPTHPOBEAHKM

Oomikes  BelTe  NpuMedeHs TpeGoBaMWA K YNAKOBKE MEQWUMHCKMX WAOenKi, yKalaHHele B
rocT WCo 14630 u [11].

8.2 JaWMTa CTEPMNLHOCTH NPA TRAHCNOPTUROBAHKA

OB gonwket BelTe yNakoBRaHe Takus 0Bpazom, 9Tobkl OCTABATLCA CTEDHNEHEIMM B NPEOEnax, yEa3aH-
HulX OANS YCNOSHA TRAHCTOPTHRORaHUE, XpaneHta 1 oBpawenda. DonkHe OuiTe cobniogeHsl TpeboBaHnA &
CTEPWNEHOA YIAK0BKS, yYEazadHse B [12].

9 TpebosaHmsa Kk MHdropmal MK, NpeaoCTABNAEMON HITOTOBHTENEM

8.1 Danmuel BelTe cofmogedsl ofwwe TpeboBasrA K HAMOPMALKE, MPEg0cTIENASMOINA HArDTOSHTENER MEa-
OWLMHCEKX Bananuid, yHa1asHes g [13], v wacTHwe tpabosadus £ OB, npyBE0EHHBIE B HACTOALWEM DaIFane.

8.2 LonyckaeToR MonoNEA0EaTE CHMBONE! BMECTD TEKCTA. [TpH NCNONEI0SaHAY CHMBONDE JomsHEl GeTe co-
Brigeds TRESoEaHAA No HALWOHANLHOMY CTAHOADTY FOCYAAPCTE, YIOMAHYTEX B NPEIWCNOBEMK, KK Nporono-
COBaBWKY I8 NPUHATHE HACTORLWEMD MERMCYIaPCTREHHDMD CTaHgapTa.

9.3 Ecnwn OBW nogsepHeqHo NEBPEROSHEI: 100 J8ACTEREM (DAKTOPOE CRpYMANLIER CREQL], H8 KOHTERHEDE
OnNA KPAHEHAA QOnNEHEL BEITE HEHBOSHLI YETEHE NPELYNEPEOAHTENEHEE IH3RH.

9.4 Homep NAPTHH W KOHEYHEE CROK OEACTENA MOMYT BblTe YEAIAHE HE CAMOKNSRWSRACH 3THKETEE,

95 Bunageiw aon*ed BulTe BNoxad 8 ynakosky T2k, 41008 erg moxHo Beno 8387 1 NPOYHTETE, HE NO0BPEK-
nas cTepunsHorg Bapeepa.

5.6 MunamanoHan vHpopMaUns, HAHOCKMER H8 YNEKODEOYHER KOHTERRED, BXNaOLILL B Y KIBKY, CTEMMNb-
HElA DapLS[n K NEPEMHHEIR KOHTEAHSD. NpHBESDEHA B Tabnrue 1.

TaGnuya 11— MHbopsauna, NEenocTASNAEMER WITOTORUTEMNERM
Konreanep Barageiy o CrepinaHea Mepape e b
Wnhoprages

L4NE EEaHEHAR YWIARDHEEY E?“.I.'IEEK.I KOHTEMHER
HadMEH0BAHME @ETOTORMTENA WNR  YNONHOMOYSHHED + + * -
MpecTaEWMTENA
Anpec MErOTOEBMTENR + + - -
Toprosoe HEMMEHD2EHS DB * + - -
DNHCEHWE KOMNNEKTA NOCTABKA ¥ WHCTPYELNA NO Sro we- - + - -
NON=I0EaHU D

G
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Orolyaxue mafnuiues 1

MindapmaumMs

W oH TRHHEN
ANR KpAHEHAR

Brnagww &
FNAKABKY

CTEpHAEHE R
Bapnep

MepaduHeER
RHTEAR R

KpaTkos ONWCEHWE RMMWYeskors cocTeaa JEW 1 ofisema
NOCTABEWA

Ondcasie cooT BETCTEYHI W WE KOSCTRYETMEHEIR Napamear-
poBE, HOTODRE MOrYT NOBNKHATE =8 fie3onacHOCTE W rapas-
TEQHCTHEHA GBW. B TOM YHCREe: KOH UEHTRAELWA, pacnpegea-
naHne h1EI.-'EH:|-|'IF||:HD|3I MBCCRl, pH, CCMOMONANEHOCTE ¥
ap.

Mpa@uyecios NPEACTAENEHHE DEONOTHYMECHOTD NPOQH-
nA: rpadug NOrapuEMHHEcKON 3BEMCHMOCTH BAZKOCTH
iMMa - ¢} o7 coeWra (©7') B QMENEIOHE, YHEIEHHOM B
4252

YCNOBWR EpaHeHKWA

MokasaH#a K NPHMEREHHED

MMpoTHEONDKAZEHWA K NDMMSHSHE

MHETRYHLMA N0 NPEMEHEHH D, BENEYSA PERTMEHOELMR
no yoeneHde OBW {(npd HeobxoausmocTH}

fMepel NPERAOCTOROREOCTH @ NEeAYNDeKneEHEa

CoofleHEe O ToM, 4Te CONEEEEMO2 NDeasaiIHaYSHD
ANA pE30A0Or0 HCNoNs3cCEaHKA

Haanuce: «CTEPRAEHO s W METOARI) CTEpANK LA DBK
W CHCTEME O0CTEE KW

Haanuce: «He HCMONE308aTe, SCAW CTEPHENEHE A -Dapean
HERYLWEH =

KoHe4Held CPoK TOOHOCTH

+

Homep naprad nocne cnoea «10Ts:

+

+

pYLWAEA Bro FepMETHYHOCTR.

lTprseswad e — HOMESD NADTHAM, CPOK MOOHOCTA @ JATY CTEQANKMIS LAWY AONYCKSETOR HE YEAAEIBATE 8 CTEPUNE-
HOM Bapoepe, 4N oH NpoapatHeI A @ HE":L'L’!\"_'!JHH'I':'{I MO PR AUMK MOKHS NEOYECTe HE NePEUYHOM KOHTERHBDE, Ba HA-
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NpunoxaHwe A
(OBAIATENLHOS]

MeToaMKA MCNLITAHWA HMNNAHTALWEN BHYTRL FNa3a

A1 OBwue TpeboBaHKMR

1.1 Mpe @CNe TEHUA MMANEHTELAEA BHYTEDE TN238 NPOBOORT G4EHEY MECTHORD ASACTEMA HA MHWEyH TeaHe ofipaius OBM,
HMNMEHTHRCEEHHOTD KHPYPrEYecium CNocofoM B MecTe. COOTEETCTEYRILEM NPEOYCMOTREHHOMY IDRMEHEHEID, MAPLIPYTY @ OhH-
TENEHOCTH KOHTAKTE KBK HE MAKPOYRORHAX, TAK 0 MERPOYROEHAR, D6WKe TREO0BEHAA K MCNETEHWAM HE MMNNEHTAUSN COOTES-
TCTEYHT yEA3aHHEM B NOCT (50 10583-6 FOCT 150 10985-12,

f.1.2 B reuscTee MECTa ONA MMONAHTAYMH MOXET SkiTe HCNONE30EAHA NEDELHAA KAMEDS WNW CTEKNOSHMOHAR No-
NoCTe FHasd EWE0THOMD, NOOXOGAILErD GnA @cnsTaHUA.

B cooTeeTcTEMK ¢ TpeosaHnAmy [14] CnsiTaHue HE BHEOTHOM DONH¥HD GHTs COXPALWEHS 00 ONPEBGAHHOIC MUHN-
(LR

A2 MNopRaok NpoBeSEHRA WENLITAHMA

A2 CooTeeToTayiwng obten OBKM BEOOAT & NEQENSIDH KaMERY MNH B NEPSQHIK HECTE CTEKNGEAOSOA NONOCTY FNE3a
Mepad EESOSHAEM ONSEASNEHHOND OEBREMA HENETYSME0 WNK KOHTRSNEHGTD OEM & 0BnacTe NepagHER LEMEDE WW CTERROBKS-
HOMD TENE LONYCKEETCA Y¥AANMTE PAEHEA Ohbesm BNArd n3 COOTESTCTEYHILULER KaMEpEI.

822 MMINEHTAURK SCYLECTENADT C MHUHAKMANEHD BOAOHHOA TRAEMOR TMA38,. HE MACHRDYRIWER NOBPEESHAA, Nony-
UEHHBIE B DEIYNETATE BOS0EWECTENA HENBTYEROMS WNM KOHTRONEHOND MATEPWENa.

A2 35 B HawsCTES KOHTPONR MCNOMN&3YAT OPYMos JApSrMcTpipogadHoe OBM, npecyToTeyioWwes HA PHHKE HE MEHEE MNATH
NEeT W NE&OHAIHAYNSHHES ANA TEX Me Uened. KoHTDONsH:Id OB @MNNEHTEpY T OOHOBPEMEHHD B TO HE MECTO 8 ADyToR rNAas.

MpemMmesasneg— an,EIEI OUTHTENLHE LBYCTOPOHHAR MMNINAHTAUMA, HO OONYCEKAETCHA W OOQHOCTORDHHAR HMONaH-
TagdAa, ecnid ToM TFI-E'E'_Il'!:IT MECTHEE NpegncaH«#A.

A3 Npaeswna obpaboTed peiyNbTATOR MCNBITAHWA

f.3.1 BoomandTelsHys DEAKLAK. BOIHHKEHLULY D NOCNE BES08HHA MATEDNANE, NOCTOAHAD KOHTRONHEYHT i £NaccH ML k-
pysT COMNBCHD CTEHASPTUZ0BAHHON CHOTEME KONUHECTEEHHEIX NOK3ATENed anA SeoMrEpOCKENMHECKOND HCCNEGOB3HNA C HG-
NONE30EAHAEM WENSE0R NEMNEl & MHTERAANAMH BEpemaHs: 4—6, 24, 48, T2 s 1 | Hegens nocne EEEOEHMA,

832 DonycsseTcA BEOOMTE OGNONEMTENEHLIE CROKW KOHTRONA & SEEMCHMDCTH OT NPQOOMHEKTENEHOCTH MCCNe JOaaHnA

AES PeiyNeTaThl WOOMTEHUA OMHHE DRTh SHECEHE! B OKGHYAMETaREL QNTEM.
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Npunowexnse B
[obR3aTenbHOe])

Memoduka UCRLIMaNUT Ha BHYTPUIMasHoe JapneHde

B4 OBuuue TpedoBaHeR

B.1.1 Hvpypradackan onapauqa B NEPE0ASA KAMEDE MNA3E ¢ MCNone3oasHuam JBH mosaT CoNpoBGEAATECR NOBEILEHM-
Br BHYTRAMEEIH0MT GABREHUA . 370 ABNRETCA NDHEMNEMEM TOCNERCTEMEM UWCNANEIca3HNA OB W HE DONEHD CYWECTEEHAD NO-
BMEATE HA 3DMTENEHYH EYHEGHK WK BOCCTEHOENEHKE IMA3HEE TREHSA, 3HAHUTENEHOE MNA NPCGOIHATENSHOS NOBLILSHHE
EHYTR#IMEIHONG JEEMEHHA MOHET Bai8ETe S0NE UMW OBCAoMEOnT @ NDMBRCTE K NOBDEHLEHUE TREHER Masa.

B.1.2 Memodusa USTamasUA NOZSNASM K0HMBCAUDCEEME NOBRLWEHWE BHYTRMINAIHEND A88NSHAA NOCNS 3AME Hil
enard Ha OBKW Takoro ®e ofBeeME B NSpeOHel HAMEDE TNE3E WONBITYRMOND MUEcTHOMG. OBW OCTEETOR B rNasy, cneaoss-
TEMEHO, HCNI TAHWE HE RMUTUPYET KNWHUMECKDE WCNON B30BAHME, NDW KOTOPOM XHEYRT YAanaeT KEK MoxHD bonewe OBH,
naped Tes KAk 3akpsiTe H3Apea. [NATENEHOCTE # 3HEHEHHE H3MEHEHUA BHYTREMASHEND QAENEHUA B0 BPEMA NP QENEHEE-
HECKOND UCNEITAHWA MOryT S51Te Donblu e, wes ONATENEHOCTE W AHEMEHWE BHYTOMINAIHOM QESNEHHAA BO BPEMA SN AHHHES-
KOMD MENoNe30EaHHR.

B.1.3 WMoauTaHHe NPEBCGOAT TONEKS GNA cpaasesHda DEM & KOHTPOREHEM OBW, YyTEEDHAEH HBIM [NA TEXOMD HE Wi-
NoneIOBAHHA.

B.2 NopAgoK NpoBEOEHA HENBITEHEA

B.2.1 Ofvewm 200AHMCTOR BRAM, SHBAERNSHTHE 25 % ofbema nepenHen KaMepk Mass HONeTYyeMOTD BMHBCTHOMD, YOa-
AT M 3areHAnT Ha OB peEHOfD ofnesa.

B8.2.2 B iaqecTas KOHTRONA WCNGNEIYOT Q0y0e Z8perncTpUposad»oe DB, NPHCYTCTEYIOWEES HA PRIHKE HE MEHESE NRT
MET M NPELHAFHAEYEHHOR ONA Tex xe yened. KosTponedef OB MMiNasTipyoT oHO2pEMEHHD B TORE MECTS B ADYTON rNas,

n PHREYAaHHS — I’Ipep.n-}rmreana ABYCTOPOHHAR MMONAMTIUMWA, TAK K3K “ACND HHSOTHEIX, seolxoasMos Ana
obhacneqeH A QUCTOREPHOCTH MCNLITAHHA, EIHHE"I' MEHLLE, Y& NPA COHOCTODOMHEH MMNNAHTAUMA. HDI‘I YOHEETCA o OOHOD-
CTOPOHHAR HMNNSHTAWMA, BCNK TOMD TFIEE'!,'EEI-T MECTHEHE NPEgnACEHMA.

B.3 Npagvna obpadoTes peiyneTAToE HENBITAHWA

B.3.1 BHYTPHIMEIHOE ASENSHAE WIMEBDAKDT METOO0M ANNNAHAUMSHHDR TOHOMETPHM Nepad ONeQauEed 1 B CRedyiugmMe
NEEMOLE EpEMEHd NOCNe ONepaudE: 1 u £ 15 wmus) 2 u £ 30 s d 1) 5 8 = 2p 0 (12 = 204, (24 + d) % 1 Hegens = 2 oy
1 mec £ T oyT. CHOPOCTE W GNUTENSH0CTE MOERLEHWA BHyTPUINA3HOM JEBASHAA CYLLECTEEHHD 38BMCAT OT NPWpods OB v arc
BAZHOCTH. BaK TONEKD 3TH NOKASETENY CTABMAMIMEYHITCA, YN0 HIMEDSHAR BHYTRMIMEIHONG DABNEHAR MOxeT DhiTh HIMEHEHD,
uTofie Bonee TOMHS CNEOOEATE BI0 M3MEHEHRHD. MonyT noTpefoaaTech ACNONHWTENEHEIE NPOSS0EY EHY TR#MMEIHOTG NABNEHWR,
EENY OHO OCTAETCR NOBHWEHHEM B TedeHWe Gonea 24 4 noocne MCNRTaHKA.

B.3.2 PeayneTaTel MCNBITA®AA A0N#HE BeiTe BHECEHE B OX0HYSITENEHBIT OMTUEM.
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Mpunowade ©
[pEHDMEHAYEMOE ]

MHKpOCHONHUYBCHMA AHAMKI TEEPOLIL YACTHL,

C.1 Dwke TpedoBaHKA

GOl MURpooRORUSECKL LD SHEIWT NEeQyCMBTRREBEET nogroToeky oBpaiyos OBM A KoNWHECTESHHOMD ONpeena-
HWA TEEDEE HACTHL HA OCHOBE MeToga no [15]. Meped QUNETREYHEA 0 MERDOCKONAY SCHEM aHaANR30M OBK QonkHe BeiTe
pasfasneHs W3-38 BAIHOCTH.

C.1.2 HonycraeTcd MCnDNe3088Te BNLTERHATHEHES METCO: ONPEgensH#A cNenod npotsl U NeAraToBEM 0S0E3UE.
HealxooMmMo TWATENEHD CUSHHWBATE MAMEHEHWRA, S0TODKE MOTYT NOBNMATE HA NOOCHET HECTHL.

C.2 TpeboBaHMA & 0BOPYNOEAHHID M BCNOMOTATENEHEIM YETPORCTEEM

C.2.1 MuKpoCKOns: W NPHHAAMNERHOCTH

C.21.17 Mugpockon [chrosHed BMHORYNAPHEIR). KoMBH=aUMA OB ESKTHEE W OEyNApS obecnaudEaeT YEenu-esne
(120 = 101, AnoxpoMaTiHeceiid COLekTUE KNM NYHWHA SONHEH WMETE HOMUHANEHOE YEENRHEHRE 10" 1 MUEHMENEHY D
ducnceyn anepTypy 0,25, AnA @CcnefoBaHHA 8 DTPAMEHHOM CEeTe GoNHHe BeTe NDAgYCMOTREHE SNECHONEHETEWE GOES-
THTEMW.

C.21.2 [es OCERTHETENA, CCHEUEHHRE CHHUMA CEETO WNETRAMN JHEEHOMND CEBETA GNA CHAKEHHA YCTANOCTY INasa
CNepaTopa:

- BHELWHWA CCEETWTENE. PEFYAMPYeMER Qna clecneyeHWR £0COMD OCESLLSHAA, NAgawera ned yrnom 10° — 20% «
FOpMACHTAN®;

- AMNWCHINWSECEHA OCR8THTENs CRETNOM NONA, BETPOSHHEA B MUKROCHEON,

C.2.1.3 CeTha ans yny4w e HHOro MAEpOCKoN#YeCEaro BHany3a (ganee — catea IMAL kenufipoaasHan Tasus obpa-
BCM, 4TO #IMEQHTENEHEE CEPYHHOCTH B NNOCKOCTH NPeSMETHOND CTONMEA MMEPOCKONA COCTAENAGT 10 WK 25 sMum © Tad-
HOCTEA 2 %, DONycHEETCA MCNONE20BATE BNETEDHATHEHYH CBTHy £ TRpeByeMod TOMHOL TR KanABpoBKA.

C.2.1.4 MugpoMeTtp wedon gensHen 10 ses (100 gen s

C.2.2 ¥YorpoWcTEo (hHNETRELMA W BCNOMOraTENEHLIE NEHHBLNEHHOCTH

C.2.2.1 PUNeTPORaNLHER EOPOHEE 08 BEMOM, NOOXOOAL MM ONA ACNETEHEA, U MAHAMBNEHER dRaMeTpoM 21 s
Bopodsa LonsHa GeiTe #3r0TOBNEHA W2 NNECTMECCH, CTEKNE WNW HEDHABEHWIE R CTANA.

C.2.2.2 BopoHsa ana gunetpa MNenewmada, 25 s/ 200 mn (getane Me 4205),

C.2.2.3 BopoHda ana yneTpaduone Tosore @MneTpa, 47 mMa/I00 Mo (getans Me XX 10 04T 24}

C.2.24 PuneTposanesel angdiy3op, BeiNGNHESHEA 8 BAOE TOGCTEBEM Nog MRNETH, @3MGTORNEHHE A W3 HEpXaBa-
LS A CTENM WH COEYSHHOTD CTEENA.

C.2.2.58 MoToMHME BRKYYME.

C.2.26 MU=SUeT ¢ 3AEpyrmesHs M KOHGEM K

C.22.7 Mo3aTope pACTEOPMTENA ¢ PHABTPYHILINKM CONNoM, OSBRCNeYMBANWAM NoLawy PacTEORHTENA, OTdN-
NeTROBEHHITG OT “8CTHU pEaMepoMm He Bonee 1,2 Mam npw aaansdyd o1 8895 no & 561 mBap [10—30 gydT/omam?}.

C228 MeuwbpaHHee UNETDE QUEMETDOM 25 @nd 47 MM CCETROA @nK G231 CETHY YepHOM0 @M TE MHO-CE PG LEE-
Ta, MATOTOEN BHHEIE M3 UEMNKONGIH0-300 pH0R CMEcH paidepamM nop 0.8 weEM.

C.2.2% UYawka Netps.

C.2240 BuTAKHOA WHAM & NAMUHAPHER NOTOKOM YEPe3 BRCOKGHDMEHTHEHLIR CYHOoW BOAOYWHEA PUNETD
{HEFA} ¢ conepwan«am He Bonee 100 vactuy paasepor oT 0.5 Mer Ha kyGuuecadid oyt (npebnnzdtensde 3 531 vac-
THLM).

C.22.11 CTepunsHbIS NEPYATEW.

C.2.212 Opexaa c nodoSpaHHEIME PYREESMA.

C2.2.43 DedoHUIMpoBaHHaR EOGE.

C.2.2.14 WMaonponadaon.

G225 EAMUYeCEMA CTEK3H BMECTHMOCTe G500 Ma ¢ TedNoHOB00 MANoYEOR GNA NEDEMELL MEBHHE.

C.3 Mopadokx NodeomMosil £ MpDaedeHUK BHATLZS

C.31 Ofuwwe mpelfogasus

C.3.1.1 MNepeoHavansHOE UCNBITARME. MCNE TelBEAT eMecTe 10 aguHau O8M.

C.3.4.2 MNoaTopHOS ACAETIHHE: KCNEITEIBENT BMacTe 20 egnnuy OBM.

C.3.1.3 Nepen WCneTad@ar caThe IMA gon=s=a OsTe H3MEDEHA, 88 OTHOCHTENEHER NOMPELHGCTE QonEHE BeiTe
CENTHOMMURPOBAHE Ha cooTaeTcTame TpeboeasnAan Papmakonan CLWA [15]

C.3.2 Hacmpolns MUKpOCKOTa

C.3.2.1 Benmauwawt ofa ocaetirens (C.2.1 2} {EHSWHWAR BECNOMOTITENEHEA OCEETHUTENE NAASK LETD KODOrD GCEe-
WEHHA M BEHYTOEHHAA 3NWCKO NMMECEME DCEETHTENE CRETNOrD Nonaj.
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$.3.2.2 YoranaenwaawT ofbekTHE ¢ yeenwyedtes 107 0 parynUpysaT MEXIDEYKOIENS DACCTORHWE A0 NOARNSHAA
CAMTHOMD WIcBpameH#n.

C.A235 DOokyoRpyIT NpaRkA oKynNap Ha caTey (T2 1.3 npy yeTRHOENSHHO M 0BpEILE Neped ORYCHEDE KDR MUEpOG-
tona {C.2.1.1)1 00 NoABNEHUA CAETNOM NGARA & HEBWAWMEIMY QeTanAMy 0Dpasus. 3aHpalBaMT NEBRIA TNa3 H BREWaT Or-
ONTPWAH 02 KONeUS NpESOrD GEYNADA 00 ADABMEHUR W0ODaMEHUA CATHY B oKy Ce.

T334 DOKYCHRYIDT MEKDOCKON HE MENKyw SeTane obpasua.

£.3.25 DoEyCHRYVIOT NESRA NApMOLANsH0R ORYNAD, 3AEPRIBEXT NPEERA TNE3 @ BPAWAKT JHONTEHRAHSE HOMbLO
AEB0ro ORYNADE Q0 TeX Aop, noga YachpaweHde Menkod JeTans oSpE3LA HE CTAHET HETEWM.

Orepue oba rnasa, ybexaawToR, wTo waolpaxenwe olpaiua ABNASTCA “&TRMM B 06omx rnalas.

C.3.26 PerynHoyT BCNOMOTETENbHEN CCEETHTENE NANSKIWETD KOCOTD GCESWEHHA N0 BEICOTE Tak, 4Tobu yron
nafastuiers caera cocTaenan of 10° a0 20° £ ropL20HTANK. “3CTHUL HE MerBpaHHoM punsTpe (C.2.2 8) Donk«se: MeTs
OTHSTNHERIE TEMHBIE TEHHA.

G327 PerynWpyioT BHYTPEHHWE 3NMCEONMYECHAR CCEETUTENE CEATAOIS NONA, NOAH0CTER OTEPSIE NOMEEYH W
BRERTYEHYH AMBMPETMe . LUEHTPUPYSET SWTe HELERA NaMNel ¥ POEYCHPYSaT MUEDOCHON 8 PHNETP, COOSpH3LIMA YACTH-
Uki. PEryNe@pyRT BHTEHCMEHOCTE GTRAMEHHOMD CRETE G0 TEX NOP, NOKE HACTHUE HE CTAHYT H8TED DAINWMMEIMA H He OfHE-
PYHAT OTYSTNHELIE EUIAMEIS TEH.

£.328 YoTaHaENWARKT CAMODE HW3KOBE IHEMEHHWE HHTEHCHBHOCTY SNHCHOMHEYE CEOTO OCEE LB HMA, 33TEM NOBSIWE0T
ard 0o TEX NOp, NOK3 TEHW, CTORACKIBESME B H3CTHLAMK, HE NOLEEYT MUHEMANbHO 3AMETHOS CHEMEHNWE KOHTPACTA.

C.2.3 NModaomossd huleMOOEaNLHOE0 FEmpoldcines

£.3.5.1 HapeaawT nepwatiq (C.2.2.11) w opexsay (C.2.2.12), MOKT Pyl PeNeTpoBIHHOR 00 0,32 MEM OeHoHRIR-
pOBEHHOA BoaoR (S22 13).

C.3.3.2 MoT 8pytisy i XAMWHECEWA CTAXAH BMEBCTRMOCTe GO0 M. NERosRY QA NepeMewisEadEaa (C.2.2.15), -
ALTPOEANaHYH 80posKy (C.2.2.1), nogereexy @ anddyiop B rOSAYSM, HE COOSQHALLMM MOHOE, DACTAOPE OSTERMEHTA.
MNpoMBIBEDT W3 TOPARYSA N2OTEHHOR BRA0ONPOBGOH0R BOGOA, IBTEM NPOMEBIHT BHNETROBAHHDA JSWOH AZHROBEASHON BO-
Ao@ Rod GaEneHHeR.

C.3.53.3 MNepeHocAT BelMsITGE yOTROWCTEO U apyroe Hecbxoousos ofopyAoBEHKE B BRITAXH0R WHad © N3MW=ap-
HalW noToxow (C.22. 10}, sau@ueHseA QURLTROESHHRM BoIgYom HEPA,

£.3.54 MpoMbiaas0T HEPYEHEE W BHYTREHH@E NOBEDEHOCTH PUNeTROBENEHOND YOTPOACTES PUNETDCEARHEIM A0
1,2 MEM MZ0NPoNAHONOM NoO D3ENEHWEM

£.3.5.5 DeoH4aTENEHD NPOME BT HAJYHHEE W BHYTREHHHE NOBERYHOCTH PUNETEOEANsHOTD YCTROACTEA H ODYIo-
ro Heolixoanuoro oGopy LoBEaHHA @MMNeTROBEHHCGA G0 1,2 MEM OE@0HWIUDOEAHH0R BEOOOA.

CA36 C noMoweln neHusTa [(C.2.2.6) TUWATSNEHS ERIMEIEEHIT 8 NOTOoXE GUNETRGEEHHOE S8HOHHAHPOSEHHOA
BOOE NOA HAIKMKM O3ENeHWeM obe CTODOHE MNETPA CEEDNY Q0=MIY. NOBGPSYYESR BNEQES W H23A0, W yCTAHABNMBAMT
HUCTSIA UNETE NG 4eHTPY NOSCTEEEN QW@ yzopa.

G357 MNoMewanT UNeTROSENLHYH BOROHEY CESDXY NOATOTOANEHHDA NOASTAEBKH ¢ BHNTROM H 3ALPSNNAKRT.

C.d Moprdox npogeder s aHanusa

C.4.1 Mopador nposepry hoHOS020 I820ATHEH LR

£.4.11 C nomoubss o403aTops pacTeopeTena (C.2.2. 7} HANONHAKT XdmMAYScE#l cTakaH 500 mn PunNsTROBEHHOA
AEROHUIHPOBIHHDR BO0I.

BLOWMBAXT 348 COOSDEUMOS XHMUWHBCEOID CTALAHE B QMALTPOEANEHOE YCTROACTED.

£.4.1.2 Mocne nocnegHed NOpUAKY DECTEGPA NPOMEEIHT CTEHRY BEOPEHENA. HANDEENAR NGO HAZKWM JABNEHHEM N0
K@My HA CTEHKM SORO0HKW NOT0E Q@ ETPOBEHHOE JEHOHUIEPOBAHH0A BOgbl. [PEkpaW BT NEOMBIEEH WS BOROHEY, NPE=ae
dem OEEeM CHUAMTCR 00 0OHGH METERDTON ¥POBHR HAaNoNHeH A, [oanepx#BA 0T BAKYYM, NOKA BLA HMOKOCTE HE NRORALET B
BOpOHEY.

C.4.1.3 OcnaBUe 8adyyM, NUHLATOM BalHEM3KT MeMBEpaHy M3 NOQCTAERY PHNETROBANEHOA BOPOHEN W NOMEIW AaT
B uawky MeTtpn (G.2.2.9)

C.4.1.4 BecywHeanT PEMETPOBANEHYH MEMBpaHy B Wkady oo CNEMNGE NPUOTKRRTOR Kpsi kol Yawkd MNaTpe.

C.4.1.5 PRCoMITRUEET NOL MAKPOCKONGM © YEENHYEHAEM 1007 PEnbTPoEaNsHYH MEMGPEHY NP CHATOA KpaiEe
dawkd Marpe.

C.4.1.6 Ecnee 30He fuNaTRagMh dMesTod He Gonee 20 vacThy pazMepos, Bonee MNA pasHeis 10 sdm, @ He Bonee
NATH HACTHEL pa3Mepor. GONes #NH PABHEM 25 MEM_ TO DOHOBRIA YDOBEHE YACTHL ADCTATOMHD HWAOK ANR NPCEE0SH#A
MHEROCRON#YECKOTO BHEMWIA.

C.a4.1. 7 Ecnu uecno YacTHY NPEERWasT 5TH TPEEoBEHKA, HOHOBHA YPOBEHE HACTHU HE NOOX00MT JNA NpoBe0e-
H#f MAKDCCKONA“ECE0I0 BHAaNKaa. CnegyeT NoETORATE NOATNOTOBWTENEHRE BTENH, NOKS [OHOERIA YEOBEHE YACTMLU HE No-
AokaeT Ons NPOBEdEHMA JEHHOMD HEETSHAA.

C.4.2 Noprdor nposedequd hunsmmpaLLy cmansMoneEuYeCciuY SUCHOXUEYDEUSEeckuy vadaenad

C.4.21 CHUMAKT BCS HEDYHHBIS Kbl RS, TEQMETHINPYIIWWE NeHTH W CEODOAHEIE @Nn OTCTA0W We By MakHsE Ap-
Ny BRMEBSHT HAPYHHEIE NOBEERHECTE HOHTEAHADGE BPYHHY K TEMNRRM MOKLWHK DECTEOROM, HE COARDHELLAM HOHDE,
M NEoOMsIBEAT B TENMO0H APOTOYH0M B00NPORSAHOA BEGOE. NOCHE 4810 OKOHYATENEH O NEOMBIBEKT MUNETPOBEHHECA OSHD-
H¥FMROBAHHOA BOSOM NOQ GAEMEHUEM.
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C.4.2.2 MNpocylWHaasnT HERYHHIE NOEESEHOCTH KOHTEAHER0E PHNETROBaHARM 20 0,2 MM CHATEIM 30300

MepeHOICAT BEIMBITRIE W NOOCYWISHHBE O8PE3IUE B BRETAMHOA WK3M, 33WHWEHHER SWNsTROBAHHBIM BOIAYROM
HEFaA.

C.od.2.3 MNogroToenAKDT YMETos PeNeETPOBANSHEE YCTROACTED, £a8 YLasana 8 G453,

Cd4.24 MNepemewnaasnT TeQNOHOBOA NANOYKESAH 8 33PAHEE BRIMBTOM XHM@EHACHIM CTAKAHE 808 COASRHWEMOS
10 ean=ny DBW, paabaanaoT oo nony«sexsna obvema He Bonas 500 sn.

Cd.2.5 B EsiTAXHOM WHAMY PAZMSLHEINT CO0BDEAMOE CTAKAHE B TEUSHEE 48 MaHas 30 MiHH.

C.4.28 BnueawT 808 COOSpHUMOS B @MUNsTRO8ANEHOE YOTRORCTED.

C.4.2.7 MNpoecoRT onepaums no $.4.1.2—C.4.1.3,

C4.2 8 MNpekpennanT b yawre MaTpe apner ¢ WoeHTHGMEEUMer oBpasya.

C.4.29 MNpoecoRT onepaums no G414,

C.4.7 Moprdox npoasdequn pafom ¢ cemyod IMA v nodevema Hacmuy

Cod.d.t DoHoaHOH METOO SHANKM3E NO CETRS IMA 383N01438TCA B MBCTEHHOW TRAHCEODMaLWA WIcipaseH«En Law-
OOH MACTHUE 8 GKPYHHOCTE B CPAEHSHHM 88 & 3TANOHREMH OEPYRHOCTAME CaTan grameTpor 10 1 25 mem. Mpoyecs nog-
CHETE BENGNHAKT Ge2 HANIHEHWA YACTHLE HE 3TANOHHEBIE DKPYRHOCTH, NPM 3TOM YECTHUE HE SJONMHE NEPSMEWBTECA €0
CEOErD MECTH B NEeNeNEX NONR 3peHWA ceTan (Bonswaa ckpysaocTa). Jnf nogcHeTs CEATRRIL M NP IEEY HeIX 48CTHY WO-
NONE3YHT BHYTPEHHA R GHAMETD NPOIDEHIY 3TANOHHIY DEpYEHOCTER caThe. INA Noge4eTa TEMHBIX 48CTUL HENONBIYHT
HAPYHHEIA AMEMETE HePHBY HENPOARAY HbIX ATENGHHE X DEPYHHOCTEH CETEA.

Cod.3.2 [Mpw pNONHEHRN LAHHOMD AHANKZE HE QoNyCAasToR NOGCHHTHESTe MOMEHEIE, NONYHHGEHE ANH WHEIS
MOpRONGrEISsEd HEQTHETNHBEE METEDHENE . KOTODRE WMEMKT BAD TRTER WNH HMSHT HIMEHEHWA YASTE HE NOBEQEHDCTE
el G 0 Hisl

G433 MNpe BRNONHEHMA NONHOMS NOOCHETE HE NMPEHMMA0T B0 SHAMEHHE NOME 3DEHWA CETEW, OrpaH#EMS8HHOS
GONEWDA DEPYREHOCTER . MENONESYVIOT BEDTHEENEHYI BUIHPHYH HHTh.

C.4.34 MNpoeogrT onepaums: no S.4.1.5.

C.o4.3.% CranupysaT 6o membpasy cnpaea HENEED NG TRESKTODHE, HOTOREA NPWMBIREET, HO HE NEDEXPLIBEIET NEep-
BYH TREEKTODUH CHEHEPOEAHAA. [OBTORRKIT NEOYEAYDY, NEDEMEe L AACE BNPEED-BAERD, NOLE BOS “ACTHLL HE MenBpaHe
e SyayT NOgCHRTEHE.

C.d.3.6 Jenncei@anT oflyee HUCnD Y8CTHY, PRIMED ROTOPRX COCTEENAET 10 MEM Wnd Bonee, W ofujee ydcno 4ac-
THY, PEIMED KOTODEY COCTARNAET 25 MM wnd Sones. DWEHEEART PEIMED MACTHUERL, HE H3MEHRAR VEENUHEHURA MUEQOCHONE
W HE MEHRA OCEEWBHHOCTE.

C.5 Mpacurs ofpalomsy Dasynaiamos aHanu3a

.51 PaccuWTHESHT 4HEN0 4ACTHY HE KOHTEAHED no fopMmyne
*in, [

roe P — ofWwes YHCAD NOOCYWTaHH X SacTil;
n — obwes wicno OBW, y4BCTEOESEWMWE B MCAEITAHAW.

MpumeyaH#e— Huspocromuieciud aranud meepdars vacnmuy Mowan Bemae npoasded doyaumy Goom pmHai-
MU ORA FosKpEM A0l Ralepamopuy Memodauy, JawwuMy UEBHMUYHENS EFPETEMEM .
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Npunowedss D
fenpaeoyHoe]

Pacyem ducna cyfbekmoa, HeobxodumMLix N ApoeedenUR KNUHUYESCKUX UCNLIManui

O.1 Np kAMAMHECEME MCNBE TEHEAR OCHOBHBIM KPUTERAEM NPA pacyeTe pasMepa exboprn cySeerron AENASTERA NO-
BslliSHHE BHYTRMIMAZHOMD GaENesHR. [T0EMWEHUE BHYTPWIMAIHEND A58NSHWA AENASTCA OCHOEBHHM BONpocoM Gelonac-
HOGTH MCNONEZYEMBY 3 HACTORWEE BpeMA OBM. ENWAM4ECHne MCNaITAHWRA NPeQHaIHE & 0 SNA Toro, 4Tofsl NOK338Ts,
UTO MCNETyeMos JBW HE Xysa KOHTPONEHOMD 8 OTHMUSHHEY BCTPSY3EMOCTH NEK0E EHYTRWMNAZHOMD DAENEHWA BHLE
30 MM pT. CT.

0.2 3a synesyw runoTeay (M) NPMHHMART TO 0SCTOATEALCTED, KOFAE BCTPEYIEMOTTs NMKCE BHYTRPAMMA&IHOID G3E-
MesnA CEile 30 MM DT, CT. 1, 38 BoYETOM KOHTROREHOW BCTREHEEMOCTH NEKCE BHYTIHINAZHOMD ABBNSHKA CERWE 30 MM
pT. CT. ji_ NPeasl UE8eT MUEMMANEHD 0GHADYHABSEMYD DASHOCTE MEKOY OEYMA BEMH-NHEMM .

Tamam ofpazom:

Hy gy —pe =8

Hyiw, —posi

D3 MUHAMENEHOE YUCHD OUSHMEREME Y CyOBERTOE N, Heob o MMER ONA K3HA0A WO TySMO® MPYNNE, ONEegenanT N
Opry e

='!.21 y 1 :Izﬂug[ul'l"..l] "[5"'.:[1 T "':.l} 1_':'1:!
3 3

(&l

I
D4 Mps kOHTDONEHOR acTpedasmocTs o, = 03, MuAusane=0 cOHBpyYHMBaER0E DATHOCTE & = 0,13 nokasaTenay
(=)= 060 Wn = 0,10 MAH#MANEHDE “HCnD CyDBekTOE B KaRO0A MCCReqyemad Fpynne

e 10842 + 1.282:1‘[[5,3:!1?:' +(0.3 -0, 114
{013
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rocrT 21579—2012
MNpunoxedse OA
[cnpaBosHoe)
CeoooHHA O COOTBATETEMH CELINOYHLIX MEXMOYHAPOAHLIX CTAHAARTOR
MEHIMOCYO0apCTREEHHEBIM CTAHOAPTAM, HCNONLIOBAHHEIM B HACTOALEM CTaHOQAPTE
B KAYECTES HODMATHBHbLIX CChLIMOK
lTatnwyga A
OHaIHAYEHRE SCENEAHDI DEoIHEYSHME B HAMMEHDEIHAE COEHAOYHDID MEEAYAIPDOOHDID CTAROQ3APTE W Y CNOEHIS
ME'?KII'.IL'_H,QEFII: THEHHOIO CTAHOAQTA AAOIHAVEHKE CTENEHW BID cOOTRETETERH CCEIIYHOR Y MERIOC :.',q:!PE'HEHIIUM:f' :rarl,uu;.'r',-
FrOCT 150 10893-1—2011 ACO 1099311987 DueHka GACNOrHMEeCckoro JeACTEUR MBOALMHCEEE Hage-
neiid. Haote 1. Ouedka # wenetadwe [I0T]
TOCT 180 10093-5—2011 —
TOCT 180 10083-6—2011 ACD 10993-6:1994 Jyerka BHONOrHYMECKDrD SEACTEWA MeO@UHHCKHE Hade-
nN#d. HacTs 6. MoNe TEHMA BA MECTHOS OEWCTEME NOCNE AMNNAHTAUMA {IDT)
FrMOCT 180 10083-F—2011 GO 10993-7:1905 Ouenka BHoNOrHyeckoro SeAcTEHRA MEOdUHHCKHE Ha0e-
nei. Hacte ¥, OCTATEW CTEPUMEZELMKR STHREHOKCHOOM [1DT)
TOCT 180 10683-0—2011 NGO 10993-9:1989% Duerks BHONOrHYMEcKOrD BEACTEWA MeO@UHECKAE H30e-
naid. Y4acTe 5. OCHOBMBE NDUEUATH WOSHTUEMEELHA W £0NUHMECTREHHOID ONpede-
NeHMA NOTEHUAANEHEIX NPOAYETOE BecToyrGME (10T
rocT 159 108993-10—2011 —_
TOCT 180 10853-12—2011 —_
FOCT 1S3 109%3-16—2011 ACO 10993-16:19989 OysHea BUONOTHYACKDFD GEACTARA MEOWUNHCRAE Hade-
n#l, Yacts 16, MogenvpoBasie W WCCNea0SaH Me TOECHEOHHRHETHEY NPOdYKETOR
OSCTPYHUSN U EeMeaaHna {IDT)
FTOCT 180 13485—2011 —_
racT MCO 14630—2002 MCO 146301987 HeasTHEHBE XUpYDrHUEckEs HMnnadTaTel. Oduyue Tpeda-
ganuE (I0T)
rOcT SO 1497 1—2011 MCO 14971-1:1998 MeswusHosHe m3dendr. MesegsMesT pHcks. Yacts 1.
MNpemesasie asandia packos (0T)
- MCO 152232000 MegmunHcREe H3LenNHa. CHMBON . NPUMEHREMEBE NDHE Wap-
KMPOBAHWN HE ME0ALMHCHEY HILEMAAR, STHEATHRX H CONPOED LW TENbHOR OOKYMEH-
Tauwu {107T)
rocT 31214—20043 —_
TOCT 31508—2012 —_
MOCT 3159807 —2012 ACO 1415512003 Ennad«Becaos @ccnegoBanue MEQHUAHCEME Wagenwd gna
nexaed. YacTs 1. O6wue TpeboaaHua (NEG)
NMpumMedadse — B HECTORLERA TASNWUS MCRONEI0EAHSEl CNBOYHW NS YENoSHeE 0E0IHAMEHNA CTENEHA COOT-
BERTCTEMR CTEAHEAQTOER
- BT — HESHTHHLIE CTEHOAP ThI,
- HEQ — moanp UM poBEaHHEE CTEHOARTS.
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rocT 3M5Te—2012

fMpunowedve 0B
fenpaeoyHoe]

ConocTaBneHHue CTRYKTYRLI HACTOAWErD CTAHOAPTA CO CTPYHTYROR
NPHMEHEHHOTO B HEM MENOYHAPOAHOrO CTAHAAPTA

OE.1 ConocTagneHws cTPYKTYRE HACTOAWETS CTAHOBRTA GO CTPYHTYROA NPUMBHEHHOTD B HEM MEMLYHADOLHO
CTEHOEQTA NpeacTaeneso B TRBNWye (B 1. ¥kasaHHoe B TEANWLE WIMEHEHWE CTPYETYDE MENIGCYDANCTERH HOMD OTHOCH-
TENEHO CTOYKTY Pl NPAMEREHHOND MEXOYHED00H070 CTAHGAPTE 0By CNoBNEHD NPUES0EHMEM BT B COOTESTCTEME & Tpelo-

EaH#AMK MOCT 1.5—2004

leBnwusa [AB.1— ConocTagneHHe CTEYETYPLl HECTOAWEND CTAHGSPTE GO CTRYETYDOA NEUMEHSHHOTO B HEM MERLY-

HEQOOHOMS CTAHOApTa

CTpystypa Mexayra pogiafs CTAHDAET
WCS 157982041

C1pyerypit HACTOALLETD CTEROAPTE

1 O@nacTe pACAPCLTRAKEHHE

1 DénacTe NDWMEHEH WA

2 HOpMAaTHBHEIS CoRINEW

2 HopMaTHBHLIE COBENER

3 TEepMHMHE W CNpELenNeHRA

3 TEepMHWHE W ORpedgensHmMa

4 lpeaycMaTpeHERS XAP3KTADHCTHER

4 DEwwe TpeboBarHHR f230NBCHOCTH Of TANERM CNOTHY SR
BHCEOXADYETHMSCHAE W3OBNKA

4.1 Tpelosaxua K NEEOYCMOTREHHEIM X3 DEKTEDHCTUEAM

D KOHCTPYKTHEHES QCODeHAO0CTH

4.2 TpeBoaasHf K KOHCTPYSTHEHEM ocobeHHOCTAM

5.1 Dbw e nonoweHa

421 OBwune Tpebopanwa

3.2 UnpegenseH#e tapakTeDUCTEE PeOonorwyecky ak-
THEHLI X KOMNOHEHTOR

4.2.2 TpefoBaHWE Kk ONDELENEHASD EAPAKTERMCTHE DECIOTY-
SECEH AKTHEMEE ROMMNCHEHTOE

.21 RADAKTEDHCTHER SUMAYSCEML CEOACTE

227 XAPSKTEDUCTHREA XHMMHMACKAR CEOWCTA

2.2 KOHUBHTDAUWA

i 2.2 2 KOHYBHTpaUKR

5.2.3 Paca pEAENEHHE MONSKYNAPHOR MatChi

4.2.2.3 PacnpegensHue MonesyNRPHCA Maccu

5.3 Dﬁr_“-E'Il.E NEHKEE XApaETEPUCTHE MOTOROMD HMaGEenns

4.2.3 Tpefoeadusr K onpejeneHED ZapakTegHCcTHE TOTOBCID
P TANEMONOAFHHECHOT0 BHCKOEW DY DIAHSCROND W3 8NKA

531 OGWwHe NonoxesUR

4.2.3.1 Dfwwme TpeboaaHmnn

5.3.2 CoaMrosas BRIKOETh

4.2.3.2 CABMIOBAR BAIKOCTE

533 YnpyrocTe

4.2.3.5 ¥npyrocte

.34 MXHMH#HECKDE ONHCEHME KOMOOHEHTOE

4.2.3.4 XUMPHEcHos onNdcaHHe ROMNOHEHTOR

535 pH

4.2.3.5 JHawesuwe pH

.36 Eumedeckde d DeonornusckHe 3arpasHaoLge
MTPHMBECH

4. 2.3.6 Xumpdeckde » Guonormvecies ZATPRIHADLUIKE NDK-
MECH

5. 3.7 OCMOTH4HOCTR

4.2 3.7 DoMoT#YeCEaR KOHYEHTPEUAA

5,38 CnesTpanssbid K030 dMUyEeHT giulely e L

4.2.3.56 KoadduuHeHT NponyckaH«a

5.3.9 TeepOue YECTHUE

4.2.3.8 Teepowe HECTAYRI

2.3.10 [oKa3aTene NPp&nosneHE A

4.2.3.10 TMokasarens ApenosMEeHYE G0 TANRMONOMY BCERE
EMCEOXADYDIMSECcKAE Hadendi

6 MNMapaseTobl KOHCTRYELWK

4.3 TpeBosaHWA & OUEHKS CEORCTE MTOBOND O TANSMONOTY-
SECHOMD BACHORWDYRMAHSCROIG HIAENWA

2.1 DHwAe nonoseH A

4 3.1 OBwme TpebopaHsn

& 2 OyeHra Buonorwsecsos Be3onBcHOCTH

4.3.2 TpefosadHue k ousHEe BUonordsecsod GezonacHoCTH

5.2 O6Ke nonoxasna
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rocT 21575—2012
Mpodonmeduys matnuya F 1
Cr PYETYRE ;E‘Bﬂh‘;giznﬁ-lg;é? trangapTa C"F!.'HT?TJ&I HALTOAWL SO CTAHAARTA
B.2.2 WMCnelTaHWe HE BHYTEMIMAIHY D MMONEHTAU WA 4.3.2.2 VieneITAHNE AMNNAHTAYWER BHYTRE (N33
B.2.3 Mconeimanve HE GRKTEpWANEHBIE FHI0TOKCHHEI 4.3.2.3 VenuTadne 8 GakTepHaANEHEIE 3HOOTOHCHH
B.d.4 DuysHea NOBHWEHWA BHYTRMIMaaHoro gaena- | 4.3.2.4 VeneTaHWe 8 BHYTRWINA3HoE JaBnsH e
His sl
6.2.5 Yaanenwe octatoqdoro OBW w3 nepsadan ka- | 4.3.2.5 Yganedwe 0oTaTOWHOMD Q@ TENLM GNOrHHECHIND BH0-
MEepk KOEMPYETHHECEOI0 HIAENWA W3 NEpEdHER KEME PRI
G268 OerpanauWi W TOHCHEQKMHETHES 4.3.2.8 Herpagay«n 4 TORCHKORMHETHEA
6.3 KnNuHWs-Bcaan OUEHES 4.4 TpeioBaHWA K KNEHAUSCKOA CLEHKE
b.3.7 DAW#e nonoxeH«aA 4.4.1 Dbwwe Tpefosasia
6.3.2 MNnas tNMsRYECEOTD WCNbITAHUA 4.4.2 MNnas LRHEWYECHOT0 WCNBITAHURA
6.3.3 MNocneonapayudoHHO:s NOBBILEHWS BHYTpArA&E2- | 4.4.3 MNocneonepaU@osHAA CUEHEE NOBHLWEHWA BHYTRWIAA -
HGrD BE8NEHNR HOMD GEa8nNeHHR
6.3.4 lMogoueT “Mcna ENeTok SHOOTENWA POroE@L L 4.4.4 MNogeqseT HACNa ENEToR SHOOTENUR POToBR UL
6.3.5 [MocneonepayuoHHOR BOCNANEHUE 4.4.5 MNocneonepau#orHHEA BOCNANMTENEHAA PEAKUHA TNa3a
B.3.6 HednarcnpHatres cobe Tea 448 Cepoedspl HelnaronpMATHRIA Woxog
{ Crepdn#3sLHa 5 TpedoEaHWA K CTEQWAMIE LAY
8 CrafuneHocTs NROGYHLEME 6 TpedoeaHWA & CTEBMNEHOCTH CHTANBMONOTHYSCKEE BHCKD-
LUPYRTAMECKUE M30eNuA
O WenotTHOGTE M XADSKTERACTHES CHOTEME NBQEYM ! TpeSoEa=MA & UENCCTHOOTH M 2EQASTERMCTHEE KOMNNSKTA
NoCTEEEH
10 ¥NakcBKa 4 TpeSoBasUA K yNaKkoBKE
10,1 3awnTa o7 NOEDESOAHUR NpW XpaHedHdd @ | 3.1 33WMTE 0T NOBPEXHIEHUA NPY XPAHSHEH W TPAHCNOLTHRO-
TRAHCNORTHpOELE CEGETY
10.2 MNopgep=aHde CTERWNEHOCTY NpE TREHCNORTU- | 3.2 33UMTA CTERANEHOCTH NPW TREHCNOPTHROBAHMHR
poBe
11 MHpopMaULMA, NPea0cTAENASMEA waroTorMTENEM | 9 TpedoeasnA £ WHDOPMELWE, NEPeJoCTAENASMOR AIMOTOB-
TEREM
Mpunoxense AjobpzeTenssos) MensiTaswe rnazioi | Mpunosedne & (obazatencHoe) MeToOHes WCNETEHMA WM-
MMNNEHTAUMEA MMNEHTALWER BHYTRE rNala’
8.1 DBuMe cEelEHWR Al Douwwee TpelosaHna
A% METOQHKE MCNBTAHWA A2 NopAgok NPOBESEHWA UCTH TEHWS
8.3 QueHES peayNeTaToR A3 Mpaedna obpafoTed peaynNeTaToE WENBITARUA
Mpunoxedse B (ohraaTene=os) MCneTa=Ms HE BHYT- | Mpuncsedie B (obRzatensHos] MeTOOMEA WCNEITIH#A =3
PUrNE3HeE JaEneHHe BHYTEHINAIHOE O3BNEHRE
E.1 DBwue cEELAHHA B.1 Déwwe TpeloaaHna
B.2 MeTtogeka MCAE TEHNA B.Z NopRgok NpoEESeHUA MCNETERNA
B.3 QueHks pesyneTaToR B.3 MNpaedna obpaboTy peayneTATEE HCORTAHKWA
Mpwnoxedse C |cnpeaousoe)} Muspockonwsecknd | Mpunosedme O (pekcwmednoyvemos] MUkpocKonmHecksid aHE-
AxaNss TESpOLIY HACTHY, nuz Taepak sacTiy’"
C.1 JCHOBHE B CEEOEHUR Gl OGwue TpefcBanuR
C.2 Tepmuds W ONpedenasiR —
C.3 ObGopygoaaHae C.2 TpefoeaswR & oGOpyOoB3HEKD W BCNOMOTETENEHE M
FETPOACTEAM
C.d O6paiuks: 3.1
Ca2
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rocT 3M5Te—2012

Okanvadue masnugk =1

CrpveETyod HERLYHAPOIHONd CTARdARTA
MO O 157E:2001

CTpyRryps HACTORLLETD CTARLARTS

C.5 Mpoyeaypa “cnelTaHA

2.3 NMopigox NoOSroToERE £ NFOSEdaHdD AHANKEE

C.8.1 OBwue cas0eHWR

CA4 Obwwre Tpefossnnn

C.5.2 Hacrpohka MUEpOCHONE

.32 HacTpoA®a MUKpOCKONG

C.5.3 MNogrotosda QUNeTPOEINEHOR YOTEHO BRM .33 NogroToska GHNBTPOBANEHOM YOTPOACTES

C.5.4 MNpoeepks POHOBOIT 3aNPAIHEH A C.4 MopRaok NpoBSAEH HA BHENWAAE

C.d4.1 Nopagos npoaepid Gos080r0 SATHRIHEHWA

C.5.5% Mogrotosxa obpaaga 4.2 MNopAagor NooBegeH#A GANETPAUAE SETANEMONOMNE-

UBCKGID BUCKCXWPYPIrWwaCaDr0 H3genma

C.5.6 Pabota o cerod IMA M NoacYeT 4acTwU .43 Nopagok npoeegesua pabor ¢ ceThod IMA # noac+eTa

HAGTHL,

C.H PesyneTETH ACNETEHEA 2.5 Mpaswna ofpaloTed peayneTaToE SHANW3a

Mennoxedke D (cnpaeosHoe) YMoNe NEUAESTOR ANA
KMdHMYE KM WO TAHHA

Mounowedse O {CNpESOMHOS ) Facuer sMcna D!.-'ti'tE{Tl'_'-E. H2-
olxoaHMelx 2na NPOBERSHAR KNHHAYSCHRY MCMNE TE3HHR

Endnuorpadina EuBnuorpadua

1B HAaCTOAIWME CTAHGAPT BEMNMNOYEHE TEEMMUHE WE Nogpainena C.2 npunoxesda © MCO 157598,

f faHHos NpHNOEEHWE B HECTORULEM CTEHABRTE PA3AENEHS HE NYHETE (NOANYHETE ), 4To ofycnoansqo neolxoge-
MOCTES NPHBEAEHWR B0 8 cooTaeTcTare o MOCT 15— 2004,

* MaMeHeH#E CTATYOE NpenoEeddA C 8 HECTORWEM CTEHRAPTE oBycNoBENEH0 HEoBNOOWMo CTeD YUSTE NOTpeBHOC-
TE# HAUKOHANEHOW 3L0H0MMEY TOCYARBCTE.
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BrEnuarpadiva

MocyvpapocTeeHHan dapsakcnan. Magad«e 11 (8 4acTh 0w}

HMEOTHEIE THAHK W M3 NPOH3BCAHLIE, HCNONE3YEMEIE NPW WEMOTOENSHHEM MELHLURHEEAY Wa-
OendA. YacTe 1. AHANWE 4 MEHEIHMEHT PHCHS

{Aremal issues and their derivates utilized In the manuiaciure of medical devices — Part 12
Amaltysis and management of risk)

HMEOTHHE THAHM W MX NPOMIECAHRIS, HCAONE3YEMBIE NDW HEAMGTORNEHEM MELHLURHCEAY wi-
OendA. YacTe 2. PerynepoaaHqe scTousnga, chopa v obpaboTiu

(Aremal ligsues and their derivates utllized in the manufacture of medical devices — Fart 2:
Controls on sourcing, collecton and handlng)

HHEOTHHE THIHR U WX NPOH3EOAHEIE, HONONESYEMEIE NDW HAMOTOENSHAN MESHUMHIEHE Ha-
nendi. 4acTs 3. ATTECTALMA YHIUHTOHEHRA WWNK D233KTHEILMNA EUPYCOE A Gpyrdx nepega-
E3EMbIX aleHTOE

{Aremal igauwes and their derivates utibzed in the manufaciure of medical devices — Part 32
Walldation of elminaticn andfor inactvation of viruses and other ransmiss:ble agents)
Papsmakonen CoegnsadHex WTatos, 24-a dagadde, <B5= Onpegenesne DakTepUENbHEE
BHEOTOHCHAHOE

[United 5tates Fharmacogoeia, 24th ravision, <85> Bactenal endotoxins tesai)
CTepMAMIaUMA HAgen«f ONR cxXpaHE 300poBeR. Bnasdoe Tenno. YacTe 1. TpeBoBaHuR &
paspalioTEe, ATTECTALAM W TEKYIWEMY KOHTRONKW NEOYECCE CTEDUNESELM M M0 MWLM HCHRY Wi~
pendA (Baamed WOO 11134:19594)

[Stenlizaton of health care products — Moist heat — Padt 1) Reguiraments tor the
development, validabon and routme control of 3 slenlization process for medical devices)
bl 2 0WUMHCHRE MADENHA. ATTECTALWA M TERYLWHA HOHTEON: CTEDUNEIALHA STHREHOHCHOOM
[Medical devices — Walidaton and routine control of ethylens odide sterlization)
Teds4Ecand HHEOPMAEURDHHSIA oTHeT mo WSO 10903-7

[Technical Information Report for 150 109%3-F)

CTepMnMIaUMA H3gendd BNA oXpaHsl 300poasA. Pagsausa. YacTe 1. TpeboBaHua K paipa-
HoThe, BTTECTAURM M TEAYLLAMY KOHTRONK NQOWECCa CTEDHNM3aURH MEMYMHCKHE W30 i
[Stenlizaton of heafth care producis. Radiatlon — Part 1: Reguirements for devslopment,
vaildation and routine controf of a stenlization process for medical devices)

CTepMnyIzUuna Wagendd GNa oXpaHsl 340poeaR. Pagsegua. YacTs 2. Onpegenaqdie cTenm -
NW3EYHOHHEA 30360 ciny-HeHua

[Sterlizaton of health care products. Radiation — Parl Z: Eatablishing the sterilization dose)
CTEpMNWIaURMA M3OENUA ONA DXPaHE 3A00086A. PFagsaysa. HaoTe 3. PYROBOGETED NO 03H-
METOHYECKM M SCMSHTAM

{Stenlizat:on of heaith care producis. Radiation — Part 3: Guidance on dosimelric aspacis)
AcenTiyeckas obpaloTea “30enkd AnR oxpase 3gopoesR. YacTe 1. DBwue TpeboaaHEn
[Aseptic procassing of health care products — Part @ Generel requirements)

YNEKCBEE GHOHYETENLHO CTEPUNWI0BAHHBIX MEdMUMHCKHE Hagenki. YacTe 1. TpetoBaHuA €
METEDMANAM, CHCTEMEM CTEPHENEHE Y DApeepoR ¥ YNAKCEO HEIM CHCTEMAM

(Feckaging for fermenally sterdized medical devices — Part 1. Reguirements for materials,
slarde barrlar systerms and packaging systams)

¥NEKOBEE OKOHYMATENBHO CTEDUNAI0BEHHEIX MEdNYWHEKAE M3gennid. YacTe 2. TpetoBaHdA &
BTTECTAUHE NPOYECC0E DORMARDEEHAA, TEPMETUIAUMW # chopru

[Feckaging for tarminally sterdized medical devices — Part 20 Valldatlen requirements for
farming. sealing and assembly processes)

YNEKOBOMHEE MATERHEANSL A CHCTEME ANA MEIALMHCERE HIDENMd, NOONSHELLRE CTERRNN-
330k, HacTte 1. Ofwue TpedoBaHMA M METOLE HCTIRATEH KA

{Fackaging matenals and aystems for medicai devices which are to be sterilized — Part 1:
General requirernants and test mathods)

WHpopMaLWRA, NpesocTAENASMER MITCTOBMTENAM MADHUWHCKDA NDOOYEL AW

(information supplied by the manufaciurer with medical devices)

DusH=EE GUONOMEHECKOND LB ACTEMA MEOWUWHCKAR Wagenid. HacTe 2. TpeBoaaH@A K yoNoBW-
Al COGEPEEHWR HHBOTHRIX

Biolagical evaluation of medical devices — Part 20 Anlmal wellare requirements)
eapsakonen CWUA, 24-8 nzasHne. MNMatoe Jononsesne 1996, <TBI>, YECcTHHHOE BRI BCTED
E MHEEKUHAX. MCNBITEHHE HE NOOCHET MHKDOEKO MM BCEAY HAETHL

(United States Pharmacoposia, 24th revision. Fifth Supplement 1996, <788> Particulate
matier in injections-Wicroscopic pericke counl test)
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