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MNpegucnoeune

1 NOOMZTOBNEH ARTOHOMHON HEKOMMEDHECKDNA opraMuIaymed «MHCTHTYT MEOHMKO-BUONOrMYackix
WCCMEOOBAHHA @ TeXHOMOMH (AHO «MMEWIAT o) va ocHoBe COBCTEBEHHOTD SYTEHTHHHOMD NEPEEOSA HA pYC-
CHAN ALK MEMOYHAPOOHOID CTAHAAPTA, YKAIAHHOMD B MyHKTE 4

2 BHECEH TexHueeCk-M KOMWTETOM NO CTaHdapTHIagny TK 422 «Ouemka BUonorideckoro JedcTeMA
MEOHLMHCKME H3Oenias

3 YTEBEPWOEH W BBEJEH B NEWCTBMWE Mpukasowm SenepansHoro areHTCTEa No TEXHUYECHoMYy
parynuposaHAe W setTponomr or 20 mapta 2015 r. Ne 148-ct

4 HacToRWKMA CTaHOApT HOSHTHYEH MEeXIyHapogHosy cTadgapTy WCO 139582009 «KoMueHTpaTe
OMNA MEMOLHanK|sa M ConyTCTEYRWER TEpanK9» (150 139582008 « Concentrates for haemodialysis and related
tharapiess ).

Mps NpMMEHEHAN HACTOALLEND CTAHOARTA PEKOMEHOYETCA MCNONLICEATE BMECTD COBMOHYHLIX MEHIYHA-
pOOHEX CTAHOARTOR COOTEBETCTEYEILLKE MM HAUWOHANEHLIE CTaHOaPTe Poccuiickod DPeepadyid, CEEOEHWA O
KOTOPLIX NOHEEAEHE B QONCAHATENEHOM NpMnoHeHnn 04

5 BBEAEH BMNEPBLIE

Mpasuna NpuMeNalUR HacMaRWeso cmandapma yomaroeness @ FOCT P 1.0—=2012 [pazden 8).
Hudhopmauun off usMesaHuRy K RacmofwemMy cmardapmy nybnukyemcs 8 axesodHom [0 COCMORHUK Ha
T AaMEapa mexyeso 20da) UHEoDMaYUoHROM Yrazamens s HauuosansHeie cmandapmeds. & ohuyuans sl
INEKCIT UIMEHEHUT U TONDEE0K — & EXSMECAYHOM YRazamene « HayuoHanbheig cmakddapme s, B cmyvae ne-
DECMOMDE [3aMaHL) UMY OMBENEl HEomaaliess omakdapma CoMmasmomayinee yaedomnenue Brdam
anpbnukogado 8 Gruwalien BpNyCKe BXEeMECAYN0E0 WopMayUoHHo2D yrazamens sHayuoHanssee
cmakdapmers. CoOMeBemomeayionan UWPooMaugus, yeedomrIenue o MEKCHE DasMELLIENHTICH Makke & -
POpMAUUOHHOD CUCMeMe 08WESs ManbI0EaIHUA — Ma ahuyuansHom calime Pedepanstoso asanmoimes no
MEXHUHSCKOMY DESVILDOGENLD U MEMDATO2UL 6 camu Mirmepsem {www.gost.ru)

@ CradgapTdsdropm, 2015

HacToAWMA cTAHOAPT HE MOMET BkiTh NONHOCTEH WK Y3CTUHHO BOCNPOKIBEOEH, THRAKWPORAH W pac-
NEOCTRAHEH B Ka4eCTEE ODWUWANEHOrD Hananua Gea paipellevA DefepansHOro SreHTCTEE NO TEXHUHECHD-
My PEMYIIMpOBAHKIO M METROMOTHK
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EregeHue

MemayHapoaqan opraduaad|a no ctadfapTuaadyd (MCO) ApnAeTCA BoesMMpHOl defepaudei Hauuo-
HaNbHBX OPFAHWIALWA NO CTAHIADTHIAUKMK (KoMWUTETOR — dYneHdos MICO). PaspaloTka MesOyHapogHen CTak-
OapToR  OfbIMMO  OCYLUBCTRNABTCA  TeXHWYecsMsl  womuretam  MCO.  Kasowd  wosauTeT-dnes,
IAMHTEDECOBAHHER B JEATENEHOCTH. ONA KOTOPOGHE Beif CO30aH TEXHWHSCKNA KOMWUTET, HMEET Npaso GwlTe Npeg-
CTABMEHHEM B 2TOM KoMuTeTE. MesayHapodHse NpaBruTeNeCTESHHEIE M HENPABHTENBCTEEHHBIE OPraHUIALIMI,
HsEoWKe ceRsM o MCO, Tamke NPHHAMAINT yHacTHe B paboTax. HTo KacaeTCA CTaHaapTHIaUWMK B obnacT anek-
TROTEXHKKEMA, To MCOD paGoTaeT 8 TeCHOM COTRYIHWYECTREE C MemOyHADODHON AN KTLOTEXHNYE CROM KOMMCCHER
(M3EK).

MEoEkTE MEROYHARPOOHLIX CTAHOAPTOS paspataTHEanTCR B COOTRETCTBMM & npaswnami QUpekTHe
HMCO/M3K, Yacte 2.

OCHOBHAA 3303438 TEXHWYECKHY KOMHTETOR JAKNI04aETCA B NOOOTOBKE MEeXOyHAPoaHbIX CTaHgapToR,
MpoekTel MEXOYHADOOHLIX CTAHOARTOR, MPHHATHE TEXHWHECKMMK KOMWTETAaMKW, DACCHNAI0TCA HOMMATE-
Tam=4NEHaAM Ha ronocoBamHHe. Mx onyBnNuE0BaH e B KaYecTee MexdyHapoOHsIX CTaHgapToR TpedyeT ogobpe-
HAA HE MeHEE T5 % KOMUATETOB-4NEHOR, NPEHHAMAKLWWE YYaCTHE B FOnNOCOBAHAM,

CrneoyeT WMeTe B BALY, 4T0 HEKOTODLIE ANEMEHTE HACTOAWETD MEXIYHADOOHOTD CTaHAapTa MOoryT
BulTe 0OLEKTOM NATEMTHRX Npas. MCD He MOMeT HECTH OTEETCTEEHHOCTE 38 MOeHTHRMKALMIO KaKoro-nubo
OOQHOMD MK BCEX NaTEHTHLIX Npan.

MCO 13958 Gwn nogroToened TexHudeckin gosutaTom MCOVTC 150, Munnadtatel NS XUDYRIAM,
MogromuTeTom SC 2, Cepaeyqo-CocyQucTHE MMNNANTATE M IECTPAKORNOLANsHBIE CUCTEME.

HacToAWE: BTODGE MINAHKWE STMEHAST 1M aamMeHAeT nepeoe wagauwde WCO 139582002, kotopoe Geing
TEXHHHECKA NEDECMOTREHD,

TpeboeaHydA W UenK, YeTAHOBNEHHEIE JaHHbIM CTAHOADTOM, NOMOramT ocbacnedneaTte HPOEETHEH IS
GeaonacHee paboyre XapakTepUcTUEY KOHUEHTRaTOR ONA MeModqaniaa | ConyToTRYIOWHMY MaTepHancs.
DaHHsi CTaHAapT OTRAMAET COIHATENBHEIE YCUMHA IAAHTEPECOBAHHLIX BRasel, KIHHMYECHAX MHKEHEDOE,
MeacecTep, 0BCNYHHESKWEND NepooHANa NEK OHAMNKIE | NALWEHTOR Ha QHANMIE NDH KOHCYNBTALUMER & NEo-
HABOQWTENAMK MIOENHA ¥ NPEOCTABMTENAMM NDABMTENLCTEA N0 PA3paboTHe CTAHGApTA Ha ypoBHE paboysmx
KAPAXTEDHUCTHE, KOTOPEE MOTYT BoiTe PEANEHO JCCTHIHY TRl HA MOMEHT MYSNAEALKA. TEpMUH «COMrNackes B
NEANOKEHWY K paspatoTie QobpoBoNeHEX CTAHJARTOR Ha MEQNUHHCEWE HIJENWA HE MOOPasyMERaaT earH-
CTEA MHEHAHA, 8 CHOPEE OTRAKAET KOMNPOMMCE, HEODXoAMMBIA NO HEKSTOPLIM BONROCAM, Korga HeolxoldmMo
COMAacoBaTh PAMNHHHbIE MHTEDECH.

Ha npoTAMeHdd JAaHHOM CTAHZADTA NPHEEOSHE DERCMEHIALKI NO WCRONBICEAHKK BOOLI KaYECTaa
WCO. Moatomy, peroMesgyeTca npocmoTpeTe WMCO 13959 coamacTHo C JanHBM CTaHOapTomM.

[aHHBA cTaHJapT HE BENIOYAET SHUANKAKDYKILLKE PACTEOD L], KOTOPBIE HCNONBIYIOTEA QNA KNAHHHECkans
Auanuia nayuedta. Quanuanpyowwi pacteop obcyxaaetca B MCO 11663, NMpuroToBNeHME QHaniam pye-
ro pACTEOPE BEMTOYEET QOIWDOEIHME KOHUEHTRATA W B0l B NANATE WK B WEHTRANEHONA CHCTEME OOCTARKA
OHANUIKPYIoWEers pacTacga. XoTda Tpefosaqda K JHANHIMPYIOWHM PACTECPEM, NOMEWASMEE HA ITHEETEY,
HAHOCATCA HA 3THEETEY KOHUEHTEATA, ODECrneqe e Hagnesawero HenoNeIcBadHa ABNASTCA OTRETCTBE HHOC-
Thk NoNBIOBATENA.

Kpome Toro, adHsi cTaHgapT He Bxniodaet oBopyQoBaHHe GNA FMeMogUankaa, KoTopoe paccMaTpHea-
EBTCA B HOBOM Wagadqd MK s0601-2-16.

Maroneiee GopMbl, MCNONEIYEMBIE B JaHHOM CTAHJADTE, COOTEETCTEYIOT ONUCAHHEM B TMpunome-
Hel H Oupertie MCOM3K, Hacte 2.

B pamkax Qaqnoro cTakdapra rgamsatiyeckan dopma;

- QOMHMEH: OSHAYAET, 4TO COOTEETCTEME TREBOBAHKKD HNK HCNLITAHKK CBRIaTENBHO ONA COOTRETSTEWA
OAHHOMY MEHIYHAPOOHOMY CTAHZApTY,

= aCNEQYET» OIHAYAET, 4TO COOTRETCTEME TPESORAHMEY MM MCNEITAHKIO MENATENLHD, HO He CDA3aTe M-
HZ GNA COOTEETCTEMA JaHHOMY MEwIyHapoOOHoMY CTaHaapTy,

= G MOMET » HCNONESYETCA ANS ONWCAHAA J0NYCTHMEX CNOCoB0oB AOCTHMEHWA COOTBETCTEMA TReDoaan-
Al MK MCTBITEHAAM.
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HAUWOHANBHBIWY CTAHOAPT POCCHMHUCKOW ©®EOEPALUMHM

KOHLUEHTPATBI ANA FTEMOAWANA3A W CONYTCTBYHOLWEW TEPAMKMA

Concentrates for haemodialysis and related theraples

Nara Beenesna — 2016—03—01

1 OBnacTe NPUMEHEHWA

HacToAWwWA CTaM@apT onpeagnAeT MUHHMane :e TpeDoBaHHA K KOHLEHTRATamM, WCNonNsayerbliM ANA
FEMoOUANAa ¥ CONYTCTRYIWER TepandK. B pameax HECTOSWEND CTAHAAPTa «KOHUSHTRATEE — 3TO CMECh
AAMWYECKHE INEMENTOR W BOOL, WKW CMECE XMMUYECKHE INEMeHTOR B BAOE CyXOro NOoOpOoWwKa, WK gpyTee
CHNBHO HOHUEBHTRHPOBAHHEIE CRE0LI, ROTOPRIE NOCTARNKIOTCR KOHEHYHOMY NONLICBATENG ANS NPOWMIBEOACTES
OUANMIARYHCWME PACTECEOB, MCRONLIYEMEX ONA NRPOBEASHKA MEMOORANH3A W CONYTCTRYIOWEH TERANMK.

HacToAWKA cTaMgapT NpegHasHaqded ang NpouascouTensi nogofHbx KOHUEHTpaToR. B HEKOTODLIX
CIYH3AX B CTAHGapTe BOaHHEAET HechxoduMocTe oBpaTUTLCA K OManHanpyoWeMy pacTeopy, NPWIoToRNAS-
MOMY KOHEYHEM NoNB30BaTENneM, 4To0E NOMOYE NpORCHATE TREDOBRAHKR K NDOKIBOOCTEY KOHUSHTRATOR.
MEpovaacduTent KOHUEHTPATOR HE MOWET KOMTDONWDOBATE KOHEYHLIA OHANAIHpYIoWrn pacTeop, nodoe
CCRAMEA M8 AXANWMIHEYIOWMA DACTRECE QaHBl ONA NORCHEHWA, 2 HE Kak TPeBOBAHWA K NEOWIBOOMTENID.

HacToAWwWA CTaHZapT BETOYAET KOHUEHTRATEL, KaK B MHOKOM BIOE, TAK W B BUOE CYXOro NopoLwKa.

HacToAWKA CTAHJaADT BKNKYAeT A0haBki, HASLBISMEE NDUCA0KK, KOTOPRIE NPECTARNANT Cobol XK=
MAYECKWE BELECTEA, KOTODBIE MOTYT BblTe A0GARNEHL K KOHUEHTPATY ANS YEEMWHEHHA EOHLUEHTRALMK OOHOID
1Ny Gonee MMIOWKEKCHA MOHOE B HOHUSHTPATE W, CNE00BATENEHD, B HOHEYHOM JHaNMIMPYIOWEM pacTBopE.

B HacToAwew cTaHgapTe npreeaaHel TpeBoBaHHA K oDoDy ASBAHKID, MCNONLIYERMOMY BNA CMELWLMBAHKA
KHCNOTHOMD # GukapBoHaTHOM NOpOWKA B KOHUEHTPaTE B NEYetHOM yYpemOeHHK NoNE3IceaTans.

Ma obnactv NpYMeHEHHA HACTOALWEND CTAHAADTa MCENOYEKITCA KOHUEHTDATE, NPHIOTCRNEHHLIE W3
NpedeapuTenkEHD YNaKoBaHHEIX CONed W BogEI B JHANNIHLIX OTZENEHWAX AMA MCNONEI0EAHWA B OTLSNEHKM.
XOTA ageck NORBNAKTCA COBIMKM Ha QWUANMAIMDYIOWKEA DACTEOD.

HacToAWWA CTaHZanT HE KAcaeToa AKaNnMIMpyIoWHy pacTROpOE, NEPOMISCOMMEL KOHEYHBLIM NoNB3I0B3-
Teneu. MoknodanTea 12 oDNacTH NpHMEHEH A QaHHOr0 HAcTOALWEerD CTaHgapTa TReGORAHWA K HaCTOTE KO-
TRONA YMCTOTE BOOLL,  MCNONBAYEMOR ONA NPOWIEOOCTEES OWANWIMDYHILErD pPAcTBORa  AWandiIHbib
OTOAEMNEHAEK. PEKOMEHOALUMH N0 KOHTDOMNK KEYeCTEa BodxM codepwaTtoa B MCO 23500,

HacToAWWA CTAMOapT He KACAETCR yNAKoRKM ONA CTERUNEHOND JHANHMIMPYIOWErs pacTeopa Wik cop-
CEHTOR CHCTEME! DEMEHEDALNA OWANWIMPYIOWErD PACTEORA, B KOTODOH DEFEHEDUDYVIOT M UMPKYIMDYIOT Manke
ObbEMEl JHANHIKMPYIOWEND PACTROPE.

2 HopmaTHBHLIE CChINKK

CChiNKa Ha CReqywKe QoKyMeHTe ER3aTentHa NpM MCNoNLI0BAH KK JaHHOMD QosyMerTa. [NA CColok
NEWMERAKTCA TONEKD YEAIAHHCE NO TEKCTY Migaxke. INA Ccobnok HE0SXoSMMO MCNONEI0BATE CRMOE NoCNEd-
HEE HIOAHHE HODMATHBHOND COBINOYHOMD AOKYMEHTA [BKNIDHAR MCBBIE HIMEHEHMA).

HMCO 11663 KadecTeo OManMIMpyIiolWerns pacTEopa ON8 reMoaqandia W conyTCTEYVERLWENA Tepaniu
(150 11663, Quality of dialysis fluid for haemedialysis and related therapies)

HigaHuwe oHUMENBHOR
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MCO 13859 Boaa angs remolqandia | conyTeTayviowead Tepanyu (150 13953, Water for haemodialysis
and related therapies)

M3IK 60601-1 MeguuuHckoe anexTpoobopyaoeadKe. YacTe 1. O0WwWe TpeboBaHKWa K OcHOBaM Deao-
MACHOCTH W OCHOBHEIM pabouwm xaparTepucrream (IEC 60601-1, Medical electrical equipment — Part 1:
General requirements for basic safety and essential performance)

MIK 61010-1 Tpebosawus Ge20NacHoOCTH ANSKTPHUYEckoro oGopyYaA0BaHKA ONA KAMEDEHHA, KOMTROMNA M
nabopartopHorg WCNoNeEIoEaHKWa. HacTe 1. OOwwe Tpedbosadua (IEC 61010-1, Safety requirements for
etectrical equipment for measurement, control and laboratory use — Part 1: General requiremeants)

3 TepMHHbI K onpegenedHMn

B HacToAweM cTaHAAPTE APHMEHEHE! TERMHUHE! C COOTRRTCTEYIOLWMBK ONDEOETEEHAAMIA

3.1 aueTaTHLIA KoHULeHTpaT {acetate concentrate). Cmeck Conel, cogepxawas aueTaT, koTopan npM
pAIEEEHWE BOOOH ONA gWanda obpaiayeT ceobogHER OT DUkapboHaToR OHAaNMIKPYIOWWA DACTEOD OMNS Wo-
NONEIOBAHWA NEH OAaNH3e.

MpuMmedaHan

T AUBTETHEA KOHUEHTRAT MOHET CO0eDMETE MEIHIIY.

Z ALBETAT HATPWR MCNONe3YETEA gna obecnededHsn Bydepa EMecTo BHkaplosaTa saTpha.
3 ALBTETHHEA KOHUEHTPAT WCNONE3YETCA KEK YHADHLUMDOBEHHEIA KOHLEHTRAT.

3.2 KMCNOTHBIA KOHUBHTRAT A-KOHUeMTPAaT [acid concentrate A-concentrate): [NoasWCneHHan KoH-
UEHTPMROBAHHAA CHMECE CONEH, KOTOPaA NP PAIEELEHHH BOOOR ANA GUantaa ¢ SHKapboHaTHBIM KOHUEHTpa-
ToM 0G0AAVI0T QHANKIKMDYIOWHAR PACTEOR ANA WCNONBEIOEIHNA NDH J9annas,

NMpuwmedyaHrha

1 TepMeEH aHCNOTHEA  OTHOCHTOR K HEB0N BLWoMY SONMMECTRY KMCNoTs [0HsiMHG YECYCHO® KMCNOTH |, BENDYeHETA
B KOHYEHTRET.

2 EMCNOTHRIR KOHUEHTPET MOMET COOep®aTe MMKED3Y.

3 EMCNOTHRIR KOHYEHTRAT MOoXeT BRTe B BUOE HASKROCTH, CYX0ro NOPOWEs MNe koMBrHanns ofany fops.

3.3 pobGapka npucagka {additive spike) HebonbWoe KONUYECTES STASNBHOMD XHMWAHSCKDND BELYEC-
TBA, KOTOROE NEK BoBaBNEHHH B KOMUEHTPAT YEENWYHBAET KOHUSHTPALMK OTORNLHOND MMEKILLLEMOCH XMkik-
YECKOMD BELLECTES HA IHAYSHWE, MADKMPOBAMHOE KA YNakoeke nobanKm.

3.4 naketHas cwcrema (batch system) Annapatypa, 8 KOTOpOR OUANKIMDYIOLWWMA PACTEOD MOTORMTCA B
KPYMHOW Tape GoNeWKMKE NAPTHAMA Nepen Kool Npoueypod gdanmKaa.

3.5 OMEAPOOHATHEIA KoOHUeHTPAT B-koHuenTpart (bicarbonate concentrate B-concentrate). KoHueH-
TOHPOBAHHEIA DUEapGoHaT HATPHUA, KOTOPKIA NEW PAIELGEHKMM BOASKH ONA OWANKMIA C KMCNOTHEM KCHUEHTRA-
ToM OSPAIYVET OHANAIMPYIOLWWA DACTEOP ANA WCHONEICEAHKA NDH GUANKIE,

NMpuwmedyaH®HA

1 BurapBosaTt HATPMR TAKEE A38ECTEH KAk rMapokapBoHar saTpha.

2 Hewotopwe GukapBosaTHEE HOHUSHTRETE MOMYT TEEHE COOEPHMATE XN0QPHO HETRHA.

3 BurapBoHaTHEIA KOHWEHTRAT MOHET BhiTe B BRAE MHOHOCTH WA CYX050 NOoQOWKE.

4 Cyxon BuxaphoHaT saTpua Gas AoBasneHns XNoPHAE HATRMA TAKKE WCNON=IYETCR B FTEHE PATOPAX KOHUEHTRAETA
AMNA NPOM3R0JCTEE HECEIWEHHOID PAacTEope DekapSoHaTa HATRWA, MCNONE3YEMOro QHANM3HEIMK BNNASATAMA ONA BRpWEro-
TOBNEHHAA AHERHIWPYEIWE T pPACTEORE

3.6 OmEapboHaATHLIA gHanmanpylowwn pacreop (bicarbonate dialysis fluid), Juanmanpyowmni pac-
TEOD, COOepHaLLWA CUIM0NIOMMYEcKHE WK Bonee BeRICOKME KOHUEHTRaUWK DukapbomHaTa.

MpumeuaHdHse— BuEapHOHATHEIR QUANWIRPYIOWAA PRCTEODR OOWYHO NPOMIBOAMTCA W3 OBYX KOHUEHTRAETOR!
ogsoro, coaepsawers bakapbodar, v gpyroro, cogep=alerns KMCNoTy U GRYrHe SNekTponuTel, oM. 3.2, 3.5,

4.7 pocrapka KpynHor Tapod (bulk delivery): JocTaeka KOHTEAHEPOR BONBWOMD O0REMA C HOHUEH-
ToATamMK B QHaNWIHoe oTOeneHmne.

MpumedaHse— DocTaska ERyNHOR TAPOA BENKISEET TAKME HOHTEHHEDL], 3K fand, KoTo P2 MOryT fbiTe NO-
CTEENEHE B HRKONWTENW, ofcn YHEHEIEMEIE JUENNIHEIM OTOENSHHEM. ANBTERHETHEHD fiaku MOryT fielTe OCTEBNEHSE B LE H-
TRE W HCNONs3CEaTECA 4NA IANGAHEHWA KEOHTERHEPOE ONA NEQEHOCE, B KOTOPbIX EGHUEHTPAT NEpaHOCHTCA K MalWWHaM
anA gwanwaa. locTaexa ERYIHOA TAPOA MOKET TAXHE BENKYETR BN ELW We KOH TEHHE PRI ONA NOAKNMMEHWA € LEHETPANEHDA
CHCTEME NOCTAEKH KOHUYSHTRaTA.

2
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3.8 HakonWTend onA xpadeddA [Dulk storage tank): BoNBWEE HAKONATENH 8 YYPEROEHUH NonNea0sa-
TEMA ANA XPAaHEHHA BoOgE 00A GUanKaa v KoHUEHTRaTOE, GOCTABNASMEIX KDYIHOW TAPOH, MK QMR KOHUeHTpa-
TOR, NPMIGTORNEHHEY B ERYNHOA TADE B YUDEROSHAM NONLI0EATENA K3 NOPOWKS W BOOLI ANA GUANKAA.

39 ueHTpANLHAA CUCTEMA KOHUeHTpaTopos (central concentrate system). CWCTeMa, KOTOpadA roTo-
BHT WHMNA XPEHHT KOHUSHTPATS B WeHTRANsHOH TOHNKE 0NA NoOCHeaykilers pacnpegeneqiva 8 TOUKY MCNonean-
BAHKA.

310 reHepaTop KOHUeHTpaTa (concentrate generator), CWCTeMa, NPM KOTOPoH KOMUSHTPAT GOCTaBMA-
ETCA NONLICSATENH B BWAES NOPOWED 8 KOHTBAHEDE, NoGROgALLEM ONA NoGCoSgMHEHA K QUATNTHMAHOA YCTaHoa-
K, KOTOpAs NpegnonaragTcd ONA  WCNoNe30EaHMA, W rge 3arest NpoMcxoguT npeofpazopadde B
KOHUEHMTRHPORAHHLIE pacTeop.

1 pAMEBYNBEHWE — F'EGTB'DFI-, NpoH2EE0EHHBIA TEHEDATOROM KOMUEHTRATS, HENONE3YETCR MALLWHO®R GNa QWEnd-
33 OQnA nonyYeHWA EOHEYMHOND QHRENHINEYDWaSrD pPRCTEODE, NDAAESSMOTT B QWANHISTOR.

311 HOHUBHTPHPOBAHHAA CMECE (concentrate mixer): Cueck 0N8 NoGroToREW KOHUEHTRATa 40A gua-
M3 WY AManNKId pycWero pacTecoa B OTASNeHHI Juanyia.

312 guanvaupyrowni pacteop (dialysis fluid): #uokocTe Ha B0gHOR OCHOBE, COOEDHALLAN AeKTRO-
NATil 4 0DEYHO Bydep W roKoay, NPeaHAIHAYEHHAR ONA OOMEHa DACTEODEHHELY BEWECTE C KPORLID MPW Ma-
MOgUan|as.

MprrMesasHa

1 TepMuH «GUANUIAPYIOWEA PECTEORD MCNONBIVETCA HA MPOTAMEHWE J3HHOMD QORYMEHTE B 3HAMEHHM HALKOCTH,
Mp#roTOBNEHHOA M3 BOOH ONA GUANKIE H KOHYEHTPATOR, AOCTABNREMOA B QUENHIATOR HEQEs CHCTEMY JOCTAEEW LMENH-
MPYHILErND RPECTEOPA. B 3HAUSHAW DHENHIMPYWENS PACTEIPSE MOryT HCNONEI0BETRCA TaKMEe (hpadbl 3K «QUANUIET:.
SQECTECP ANA AHANM3Es ANM A QUENHIUPYHILEAR HUAR0CTRE.

2 Awan HIMDYHW WA PACTEOD, BEOAWMBIR B QHANAIETOR, CHATAETCR «CEEMMM OHANKNIADYHWAM PECTEOPOM &, 8 KO-
HOCTR, BERIBOAMMEA U3 QWENWIATORSE, CHATASTOR 4HWCNONEIDBEHHEIM AWANAIHSYHLL WM DARCTEODOM =,

3 ﬂHEl‘IHEFHﬂy'H:IILIHﬁ PACTEOp HE EKN“AST NPE0EapUTENEHD YNEBLOBAHHBIZ NEAQDEHTERENEHE 8 HAQEOCTH, WCNONESY-
SrbEE NDW HEHOTORE X BROAX FAMECTUTENEHOA TEQEN Y ¢I}'IIHF_|;I.'|H MnaeE, TAKWE £8K F-EMIJ,QHEI:]HanFIEuHFI [} IEM-CI¢IH|'II:-T pa-
A,

313 cHcTemMa OOCTABKK AWMAnNWIMpyrowero pacteopa (dialysis fluid delivery system). YorpoRcTeo,
KOTOpOE!

- FOTORWT GUMANMAMEYHWLMA PACTEOD K3 BOOB ANA AHANKSE W KOHUSHTRATOD B DERUME DEANLHOTD BRE-
MEHH MW XPAHAT M PACNPEAEnAaT NPeOBADMTENBHD CMELEHHBIR OHANMAMPYHLWWA pacTeop,

= 0BECnaYrBaeT LHUDKYNALMIO DHANKIMEYIOWEero pacTBopa Hepes JHanaiarop;

= KOHTPONKPYET TEMNERATYRY, NPOBOOMMOCTE (MK JKBHBANSHT), SABNEHHE W NOTOK QHUANNIHEYRLLEND
PACTEORA W yTEYKA KPOBM,

= NPENATCTEYET AHanNKMay B DEXUMar QEIHHEEKUM KN YHCTEM

MparMesasns

1 TEIFIMHH BEAKMEST PEIEDBEYAPLI, KEHENE, OOIETODE HHGKOCTH ONA JWENWIAE, 8 TAKEE MOHMTODLI M 3B3PHHHLIS
CHMHANKWIALMA, W KOHTRONMPYSILWKE YCTPORCTES, Eﬂlﬁpﬂ HHE B £BHK CHCTEME ONA LensH, NepeYdcn esHBIE Bl E.

2 CHCTeME LOCTARKR LHENHIM PysRLENT PACTEODE MOkeT fislTh BCTROSHHOA MBCTeH SNA OTHENEHOMD NALMEHTA MW
WEHTRANWI0BAHHONR CACTEMOA NDUIGTOBNEHWA, KOTOPAA NETAST MHOKECTED CACTEM NDHEPOBATHOND KOMTDONA.

3 CucTeMBE QDCTRELH OMANAZADYHWEro pacTaops TAKHE AZERCTHE KAK CHCTEMA O03HD0BEHHNA U CHCTEME NOCTAERR
SHEan«IdpyueErd pacTeosa.

314 mopa anA gwanwuza (dialysis water): Bona, kotopas Gena ofpatotasa, 4Tobel cooTBETCTROBATE
TpebopaHuan MCO 1359509 4 koTopan NogLoguT 4NA WCNoNeE30BaHAA NPK FeMoOaniae, BENoYan NpUioToRNeE-
HIME AXANHIMPYIOWEND PAcTEOQA, NoaTopHyH 0BpatoTry JMANHIATORA, NDUIOTOBNSHIXE KOMUEHTRATOR W N-
rOTOBNEHAE JAMEWAI0WER HAGKOCTH ANA KOHBEKLUWOHHOR TEPANMM B PEMHME DEANLHOMD BREMEHH.

315 avpoTorcHHel (endotoxin). OCcHOBHOR KOMNOHEHT BHEWHEN CTEHKM KNETOK MPaMOTDULATENbHBIX
CakTepHi.

I pAMBEBHASE — FHAGTOKCHHEl — 8TO NENoNoNHCEXa PHOE, KOTOPEIE COLTOAT W3 Qend«er Nannca=sainooe,
HOBENEHTHD CEAIZHHEIE C NATAGAMA A 3H00TOKCHHE MOy T DE 3K AKTHEWPOEETE K8 MNYMOPENEHENA, TAK W KNeToYHER Wk-
MYHMTET, 4T NPRECAAT K CHHEDOMY, X3 PaKTEQHIY W EMYCA THXOREOHOR, HD0MEED, oaHOGOM . MMNoTEH IMER, Non HOPraHHon
HEOOCTATOUHOCTEED M 03 Ee CMEDTRHD, 2CNW QONYCTHTE WX NRPOHHEKHOBEHWE 3 CHCTEMY HFIEIEI:ICIEFI-ELIAE'HHH 2 40CTETOYMHOK KO-
nAvecTee.
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316 egWHMLLL 3HOgOTOKCHHOR (endotoxin units EU) EQMHALE, ONpe0ena ke NP WCneTaHE| © We-
none3oeadua nnzaTta amebouura Limulus (Limulus amoebocyte lysate, LAL) Ha 2HO0TORECHHE.

NMpumaeayaHHAA

1 AKTMEHOCTE FHOOTOKCHMHOE 3BBMCHT 0T BasTEpri, @3 €0TODEX OHH NONYHSHE, X BKTUEHOCTE COOTHOCWTLR GO
CTEHAARTHEM FHIOTORCUHOM.

2 B HEKOTOpE X CTPRHEX KOHUEHTPAUWM 3HICTOHCMHOE BElPAMANTOA B MEROYHADOOHEY ELMHWUAX (Internalonal
units. 1U). © 1983 r., korga Geina rapMoHWIMpoEaHA OYSHES SHOOTOKCHHOE, EU v |U 2KEHBENEHTS.

317 remoguanui (hacmodialysis): CopMa 3aMECTUTENEHON TEpanvd OyHELMA NoYel, NDM KOTOROoNA
HEHYHHEIE PACTEOPEHHEE BEWECTEA YOIANAKTCA B OCHOBHOM 33 c4eT Quddivari K3 KROBEHOCHOID NOToKA ©
OOHOR CTODOHE MEMTPaHE B NOTOK QUANKAMEYIOLWEND PAcTEODa © OPYIoR CTOROHE.

NMopumedaHdH®e— Yganedne =WAE0CTH, QOCTETOYMHOE ONA NonyYHeHER TFIBE:.I'EMDI?I NOTERH BECE, 4O0CTUIEAETCA
NoH NOMSWE YCTEHOBNEHRA TPEJWEHTE MMOPOCTATHYECHEOND QABNREHHA Y2pe3 MBMtiFl-H.H':,'. NaxHoe yoaanesue HHQHOICTH
ofecneyuBasT HEEOTO POE 40NONEATENEHCE YAANEHHE REHYEHEIX PECTECPEHRE Y B2WELTH, B MBCTHOCTHE BRICOESMONERY -
NARH=IX DACTECPEHHEX BEWALTE.

318 MCNBITAHWE © WCMONLAOBAHMEM nK3aTta amedounta Limwlus LAL weneitadde (Limulus
amoebocyte lysate test LAL test): MNpoba, vononesyeaman ona onpeienedyda 3Hao0TOKCMHOR.

NMpumeuaHere— Marog ONpEdEnNSH#AR, MCNONE3YUMA XEMHSECKAR OTERT MedexencTa [Limulus polyphemus)
H3 ZHEOTORCHHEL.

319 npowasogutens (manufaciurer). COpranwmaauwA, pazpabaTeeamnwan, NECKIB0OAWLaA, MOHTIDY-
Wolan, cobupaiowan, KIroTORNRIOWAA WM oDpabaTeIBEIOLWAR KOHEHHOE HAOane,

MpumedaHwe — r'IFI-I:I.ﬂS EOQUTENM BENEYAKT, H0 HS OrpEHEYUEIETCA, TEX, KTO BeINONHAST PYHKLWH CTEDHNM-
JELMWE N0 KOHTPAKTY, YOCTEHOEKW, NOETORHOND 3TUESTUPOEAHMA, NOBTOPHOMD NPOMIECOCTEE, MOETORHOA YNAKDBKA WA PE 3-
FIEB-EITHW. cneUunpHEaL WA, 8 TAKKE Ha4ANEHEE JHCTR MBEHITO POB BHOCTPAHHBXE OPFasH3aUEA, B0 NOMHAKRUGAEE 3TH QyHELHAH.
TEPMHH HE BEMNKY3eT NDARGTOENRE HWE KOHLEHTRATOR @3 NpedEapHTENEHD YNAKGEAHHE K CYXHE XHMUYMECEME 3NeMEeHToORE B
AHANWEHELX OTOENEHHAAX ADU I:IEI-FIEd.l'BHHE CHOHUSHTRETEMW B KPYNHOA TApE B QNANKIHBEIZ OTOENEHWAX NOCNE TOMRD, KB 0T-
EETCTEEHHOCTE 368 KOHYBHTPETE] fkina nepeaHa oT NDOHIEOOWTENA NONLIDEATEM.

3.20 cucTema AolvpoBaMuA (proportioning system): ¥YoTamoBa, KOTOPaA J0SWOYET BOay GNA OWana-
33 W KOHUEHTPATSl ONA MEMAgManiaa gna NpuroToenedva QUanvivpyiwers pacTeopa.

3.21 nonkIoBaTenk (user) Bpad Wnk NpeicTaeuTens BpaYda, OTESTCTEEHHBIA 38 KOPPEETHOE NPOH3-
BOOCTAES H OBCNYHHMBAKKME JHUANKIMPYIOWETD PACTROPA.

NMpumeduaHwe— NasHsA MEMAYHAPOOHRA CTAHZAPT #8 MEQUUMHCKME AZ0ENWA HANPABNEH B NEPEYHD OYe-
pedk HE& NPOWMIBOGUTENER MEOENWA, M B JaHHOM KOHTEECTE «NO0NB3ICEATEN: ONPESENAETCA, K3K ONHMCEHD BRIWe.

4 TpebBoeaHuA

4.1 KoHueHnTpaTl

4.1.1 DHIMYECKOR COCTORHME

KoHueHTpaTe 4N8 reModqandia MmoryT NOCTAENATECA 8 CyX0A UNd HAOKoW Dopme. YNakoska MomeT
BkiTe ANA HENOCOEACTREEHHOND MCNONEICEAHKA C OTAENEHEM JWANUIHLIM ANNADATOM WNH ANA HCAONLIOED-
HAA B CUCTEMAY, NATAHWKE CNOSHEIE MAWWHLL ONS Q93433 (KCNonNs30BaHWe C KDYIHOW TApoM ).

4.1.2 PacTeopkl KOHUEHTDATOR

4.1.2.1 Huokde pacTEOps EOHUSHTPATOR

Boe anesToonuTel, yEaIaMHEE Ha ITHEETHE, AOMEHE NPUMCYTCTEOSATE B NPEZENaX + 5 % OT YCTAHOBNEH-
HOH KOMUEHTRaUMH 1Nk L0, 1 38R [BLIDAMEHHLIE KaK KOHLEHTDALWK JWanH3upyIiollers pacTeopa), o 3aau4-
CHMOCTA OT TOrg, 470 DoNblWe, 33 WCKMEDHEHHEM HATPHA, HOTOPRIA O0MMEeH NPUCYyTCTEO8ATE 8 Noenenax
425 % OT KOHUEBHTPALWA, JASBNEHHOR Ha ITHEeTHe. [NoKosa nonwHa NpYcyTeTR0eAaTE B Npegenax & 5% o1
HOHUEHTPALMK, 33ABNEHHOA HA 3THEETEE, naK £ 005 1N (NpY MAMEDEHMA B OKANH3IMPYIOLWEM PacTEopE, pad-
BEASHHOM COOTRETCTEYIMU MM 0ODAI0M), B 3ABHCHMOCTI OT TOM, 4TS GonbuWe.

Ecrii EoHueHTRATE BENI0YAINT HETPATMUHOHHBIE COCTABMANLLNAE, TAKKUE KAK HTUOKCHOAMTE ¥ CORAHHE-
HAA MENe3a, ITA COCTARMAWWE DOMHHE NPMCYTCTRORATE B HOMHHAN LM LIX KOHUSHTDALKAY & JOMyCKomM £ 5 %,

BOMBWKMHCTED KOHUSHTRATOR NPOMIBCAWTCA CO CTAMOARTHLIMW TEAOWUUHMOHHEIBAK XMMAYECKAMH BEWac:
TEAMM, TAKMMH KK XNOPUO HETPWA, XNO0DHE KSMWA, XNoPKO Mard«a, xnopua ansL9a, YECYCHan BMCnoTa, rioko-
33 U T. 0. Ha poiHke A0CTyNHE HOBLIE KOHLSHTRATE, 8 KOTODGLIE HEKOTODBIE XMMUYECKUE BOLLGACTR SAMEHEH R
ODYTHR, HANPUAIED, YHCYCHAR KMCNOTA IAMEHAETCA NHMOMHON BACNOTON. ECNW 270 NpOMCKOOMT, ITUKETKA J00-
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HHA 3TO YETHD OTPAMATE, 4 JAMEWAWHE SHMITHECKHE BEWEBCTEA JONMHL NEWMCYTCTECEATE B HOMHHAMBHELX
HOHLEHTPALMAY © Oonycxom L S %,

4.1.2.2 PacTeopbl KOHUEHTRATOR Ha OCHOBE MOPOLWES

Ecnu KOHUEHTRAT NEKYETCA B CyXoi DopMe MK Kak KosBdHAWMA CyXoi 1 EngRoR GopM 1 cCMewnBasTeA
B COOTEETETBMA C MHCTRPYELMER NG IKCONYATALMA NPOMABSAMTENA, KOHEYHEA KOHUEHTRAT QOMEeH COOTRET-
cTeOBATE TReboaauuam 4.1.2 1.

4.1.3 Bopa

KadecTeo 8O0k, MCNoNLIYVEMOW 007 NPOMIBoACTEA KOHUEHTDATA, GON¥HO COOTEETETROEATE MCC 13959,

4.1.4 BaKkTepWonoria KOHUBHTpaTOR

4.1.4.1 baktepuonorna SukapboHaTHEI KOHUEHTRaToa

KoMueHTpaT, cogepsallwi BusapbouaT, NoCTaRNASMER B B8 HWIKOCTH, A0MmEaH DHTE B W30NHDoRaH-
HOM EOHTEAHEDE ¥ NDOMIBOOWTECA NPOUSCCOM, BAMKMIMPOBAHHLIM KAK NEOWIB0ORAWKA AManUIupy WM pac-
TEODR, COOTEETCTEVIOWMA MUKRPOBHONOrW-eckun Tpeboearuam MO 11663, NpW HCNONs30saHnia B COOTRETCTEMIA
C HHCTPYELKMAMKA NRpoWapoguTens. MNopowok BurapGorata, NpeaHaIHadesHblid 4R NoaroToskh KOHUeNTpaTa e
OHANKIHOM OTOENEHHH, A0MKEH DABATE BOIMOKMOCTE NPOMABOACTER AHANKWIKMDYIOWErD DACTEORA, COOTRET-
CTBYHILLETD MAKDOSHONomiYeciss Tpedoaruam VICTD 11663, NpW WCoNonbaoea iy B COOTRETCTEMH C HHCTDYE-
LUHAMH NOCKIBOOMTENA.

4.1.47 bakTepdonoriA KMCNOTHRY KOHLEHTRAaToR

HeT onyDNUKOBaHHEIX JaHHEIX, 4T0 KKCNOTOCO 0 DHALLME KOHUEHTPaTl NOOGEKHMEaKT pocT GakTapuid,
H N0 3TOR NPHYMEE HET He0GX00HMOCTH MCNbITEBATE KKCNOTOCOOEDHALLKE KOHUERTDATE Ha pocT GakTepHiA.

4.1.5 YpoEHW 3HAOTOKCHHOR

HKoHueHTpaT Jon#eH GelTe NPOMIBELEH U YTNEKORAH, MCNONLAYA NPOUECT, YTBEDHOSHHEIR INA NpowIpog-
CTEA QWANHIMDYIOLWETD PACTEOPA, COOTEETCTEYHLLETD TREBOBIAHMAM K IHOSTOKCHHAM no WCO 11663 1mni npr-
MEHHMEIM DAEMAKDNeas, NEW MCNoNLICEAHMA 8 COOTEETCTEMM © MHCTPYEUMER NPOMIBogWTENA.

4.1.6 ObremMm 3anonHeHHA

MpessiweHde 0bbeMa IaN0NHEHKR KOHTEAHEDOE GNA MWOKOCTH HMOK NOPOWER, HCNONEIYEMEX C NAKET-
HOW CACTEMON ANA YHADUUMPOBAHHON NPoUeQyRE Manwaa, gonsHo BelTe B npegenax 2 % o1 obwema, aana-
NEHHOMo Ha ATHEETEE. [ONA HEN3EeTHOMD HONONBEI0BaHHA O0BeM 3ancnHeHds gomsed Dwime = 100 % or
YoTaHoRNEHHOM ohbema.

4.1.7 KayecTeo XHMHYECHHX INEMEHTOR

BCe XAMMHSCERE JNeMEH T Q0MKHE COOTEETCTREOEATE TREDOBAHHAM NDHUMEHAM X hapMaKonai, BEm-
AR NPAUMEHMIEIE YACTH CCHOBHLIX YBEA0MNEHKA H OCHOBHEER TReBosaHHiA K MCNeTaqwAm i npobam. Ecnv ace
apyrie TpebosaskA BeINONHeHe, 000IHAYEHHEE NpegEnkd N8 HATPHA, KANKA, KANLUWA, BMArHAA Wik oH mo-
ryT BbiTh NEEBLIWEHE, NPA HAONEKAWEA NONEEBRKE, NG HEOSX0OMMOCTH, HA HANKYKE DaHHE HOHOE B KOHEY-
HOM cocTaee. Takwe Nodbie TREDOBAHWA APMAKONEN K XHMAYECKIM INEMEHTAM, JAABNEHHBIM Ha JTHKETKE
ONA WCNOMEICBAHKA NP MEMOOGHaNKAGE, MOTYT HE BRINCNHATECR, ECNH NPOMIBSOWTEN: NPOROOWT CROS
COGCTREHHDE MCNBITAHWE Ha COOTRETCTEME Tpeboaanuam NprMEHMon dapMakonem.

4.1.8 HacTHuii

MHrgeKe EOHUEHTPATE GNA QUanWaa gomsHel GUNETROBATLCA Yeped HNeTD YacTHU © HOMMHANOM
1 saEn |WNK seHbWE. Mcnonkayemsiin rnsTR Y43CTHUY JOMGEEH MMETE MaMDpaHy, HE BuCEOGOMOaINWYIn BONoH-
Ha, KOTORAS HE COOSQMMT MATEPWANOE, KOTODLIE MABGCTHE! Kak cnocobHeIe HAHECTH BREL YENoaeky.

4.1.9 Odobapkn — anpucagkds

Ecnu noCTABNAKTCA S00aBEM, TO MK KOHUESHTPAUKS, NPH NEABMNLHOM Da3BS0SHHMA BOQOR KW KOHLEH-
TRATOM, HE OOMHHA KMETE NPEaLILATL IHAYEHWE B NPpEAenax £5 % no Becy OT HAYEHHS, I8ARNSHHONS Ha 3TH-
KETHE.

4.1.10 KonTeRHepki

HOHTEAHEDE, BINHAMAA FTEPMETHHHLIE, HE ZOMNHHb XAMWSECKHA KWNE GHIMYECcEM BIAMMOJeACTROBATE C C0-
DEDHHAMER TaK, 9T00 HAMEHATE KOHUESHTPALKIO, YHCTOTY MK KAYECTED KOHUERTpATOR Npu obpaboTee, xpa-
HEHHUY W TRAHCNODTHROBKE. KoHTEeAHEDL JONMHE WMETs 33N0pHLIE JINeMEeHTE, NEedoTERALAHILIKE
JArPAIHEHHE UMW NOTEMD CoaapeMMorg. Kawosh KoHTeRHED O0MHEeH MapsnpoeaTECA, 4To0s Deino nokalarko
8ro cogepwimos. OarH Wa cnocoBos oToBpaseH A COOSPRMMOND — 3TO HCNONEIOREHWE COOTEETCTEYIILLETD
CHMBONA, NpWBEEOEHHLIX B TAGMWMUE 2.

4.1.11 KoHUEHTPATE], AOCTARNASMES KPYNHOA TAPOW

Ecnu KOHUEHTREATH OCCTABMAKNTEA B EDYAHOR TAPE, OTEETETEEHHOCTE 38 obecnededns cooTBETCTEWA
OaHHOKY MERIYHADOOHOMY CTAHGADTY NEPEXCAAT OT NPOWIBCOWUTENA K NONLICBATENH B W DUOHYECEDA TOHKE
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nepegadqy rpyaa. Kax Toneso KoHUeHTRAT Nepenad oT NEoM3B0OHTENA NoNBEIcaaTens, NoNLIoBaTenNs 0TEaT-
CTREHEH 33 MOOSeDHAHME NPOOYETA B NPMIoOHOM COCTOAHWUK C COOTRETCTAVIOWMMK NPOUedyDamd No ITHES-
THPOBRAMAN M NOOJEDMAHWED HEWAMEHHDCTH.

4.1.12 lNexrepaTopkl KOHUEHTPATA

CHCTEME TEHEDATOROE KOHUEHTRATS BENFKYS0T CHCTEMEI, KOTODEIE CHMELWMBAIOT NOPOLWOE MMA MODoWoK
W CHNEHD KOHUEHTDHDOBARHYI0 MUOKOCTE G NONYYeHUEM KOHLEHTRaTa, 00paiya BRIKWA HNA MWOKWR pacTeop B
HOHTERHEDE, NPEOHAIHAYEHHDKM 0NA paboTel © ONPE4ENEHHLIMK MALLIMHAMKW ONA QWanyaa. CMewnaan e co-
BEpIUAETCA ARTOMATHYECKON QUHAMMYNECKDR O03MDYIOWER CHCTEMON B NDEAeNaX CUCTEME OOCTA0EA Q1an-
AMPYHIWEND DACTOODA. 3TW HOHUSHTDATH OOCTABMAKMTCA NOMNbICBATENH B BWOE NOPOWES WNW CANBHO
HOHUEHTDWDOBSHHOA MEAKOCTH B KOHTEAHepax, paipaboTaskex ANA onpeaena Hes MawwE, NporaacguTenk
reHepatopol KoOHUEBHTRATa OTBETCTEEHEH 33 obecnedyerne Toro, JTo:

< BCE MPMMEHMMBIE DA30ENE AHHOTD QOKYMENTA, KACANWHECA NopowKa, cobnoaanToa;

= KOHTEAHED PYHELROHWDYET C MALWMHAMK, K3k ONPeaeneqs NporIscorTEenaMe MaLlHH,

« HEPAIBEORHHEIA NOPOLWOK IAWMILEH 0T NoONafaHka B NOToK DHMankaipyiolwlera pacTeopa.

4.2 MNpowasoacreesHos obopyagoBaHne

NioBele MaTepranks KOMNOHEHTOR NPOMIBOACTBEHHOTS 0BODYAOEaHWA (HanDymMep, TPyDoNpOBOIHEX
CMCTEM, CMCTEM XpaHeHWA W PAcNpeOEneHda), KOTOPEIE MOMYT KOHTAKTMDOBATE C KOHEYHEM KOHLUSHTDEaToM
WK OB LA KOMNOHEHTAMIA KOHUEHTDATE, HE O0MEHE GHIMYSCKA MNK XYMWYScKY DISWMOOERCTEORATE C
NPOOYETOM Tak, YTo0k CYLECTEEHHD MEHATE KOHLSHTRAUMWK, YUCTOTY UMK KAYeCTEO KOHUEHTPAaTA, ocTaanae-
MOMD NoneE3cEaTeno. MpuMepsl MATEDHAN0E, KOTODLIE HE CNEOYET MCNONEICBATE B NPOHIE0OCTBEHHOM 050-
PYOCBAHMA, BEMNIOYAI0T ME0k, NATYHE, LHHE, OLUMHROBAHHED MaTEDWATL MK SNHMAHRE.

4.3 CMCTEMLI ANA CMELLMBaHUA KOHLUOHTPaTa B oTANEHWH AManKaa

4.3.1 OBWMe NONOXKEHAA

Crneayswme TpeboBaHHA NPUMEHAKTCEA K TAKMM CHCTEMAM, KEK LEHTRANLHAR CHCTEMA KOHUEHTPaTOR,
WENONEIYEMAA ONA NPAMCTOBMNEHHMA KMCNOTOCOOemKalens nnk GrKkapSoHaTHOre KoOHUEHTDATOE Ha OCHOBE
BOOE ANA OAANA32 W NODOWES MNH A0YIAX CHNBHD KOHLEHTRMPOBAHHLIX CREA B OTARNEHWE JUanKaa,

4.3.2 CoBMBCTHMOCTL MaTEpHANOR

MaTtepdans Mobblx KOMNOHERTOR YCTROACTE/CHCTEM, CMELLKMBAKILWME KOHUEHTPAT {BKNKMAA CHCTEMBI
XPAHEHHA W PACNPEOENEHUA ), KOHTAKTUDYIOWWE C DACTEODCM KOHUEHTDATA HE DOMMHE XMMAYECKA Wnd dn -
HECHH BAAMMOSERCTBOBATE © HMM TaK, 4TOOL BNHATE HA 870 HACTOTY WK KA4SCTES. JTH KOMIOHEHTRl D0MHHE
BhITe BuNONHEHSL M3 HHEDTHLIX MATERHANOE (HANPAMED, NNACTHKA) HNW COOTEETOTEYIOWEN HED¥ABEDLLEH
cTand. MenoneaosaHue MaTepUuanos, KOTOpRE, KAK MIBESTHOD, NPHBOGAT K TOKCHYHOCTH NPH reMOaqanise, Ta-
KX 3K ME0k, NaTyHb, WHHE, CUHMHEOBAHHLIE MATERWanks MK anoMuEnR, CTROor0 3anpeweHo.

4.3.3 3awwHTa npH geivideru M

4.3.3.1 DSwre NonoweHs

EcnK NpoMassguTent CHCTEMbI CMELLMBAHKR DEHOMEHAYET XAMHSECKHE JearHbHUMDYIOWHE BELWLECTES
fcea. 6.7.2 k), OOMKHE! SEITE NEPMHATE MEPE N0 BOCCTAMOANEHNE CHCTEMEl Q0 DRI0NACHOIS COCTOAMKA No
YROBHID CETATOYHBIX De3MHEWMUMDYIOWME COEQCTE G0 TOS, KAK CUoTeMa BydeT HenoNEIoBaHa ONA NpHIoToR-
NEHKA NapTUKd KoHWeHTpaTa., Ecnu woenonesyeTcA opMansiderid, yposeHs OCTATOYHBIX BELECTE SOmweH
BblTe MaEsHas 3 Jrn; ecni KCNONLIYETCA KNOPHAR MIBECTE, YDOBEHE OCTATONYHEX BEWECTE QoMmeeH DeiTe Me-
Hee 0,1 Mrin; ecni MCNoNLIYEToR 030H, YPOBEHE OCTATOUHbIX BEWECTE JoMmseH DeiTe meHee 0.1 Mrfn; ecnu no-
MNONEIYETCA KOMMEDHECKA QOCTYNHOE DakTeprunaHoe CRPEOCTEO, OTMNWYHOE OT OpMansderkiad, <NopHoW
HABECTH MNA 030HA, YPOBREHE OCTATOMHEE BELWSCTE OOMKEH DblTe MEHEE YDORMA, DEKCMEHAGBAHHOMD MPoHS-
BOOWTENEM KOHKDETHOM GakTepd UMAROro CpeqcTea. ECny NpoHasoaMTeNs DEKOMEHIYET XEMAHECKDE JEIHH-
DHMUMPYIOLEE BEWECTED, TO OH OOMEEH TAKEe PEKOMEHOCBATE METOL WCNLITAHWMA YPOBHA OCTATOYHBIX
BEWECTE A8 3MHMLMDYIOWETND BEWECTRA.

EcnK NpOM3BoaMTENs CHCTEMbl CMEWMBAHMA DEKOMERIYET BRICOKOTEMMEDATYRHYI O 3MHgE KRG,
OON#HE BRITE NPMHATE MEDE! 0 BOCCTAHOBNEHWMIO CUCTEME 00 Ge30nacHol TeMNepaTyps 40 TOrg, KaK oHa
BYOeT MCNONLICEAHE ANS NPArCTORNEHHRA NAPTHH KOHUEHTPaTA,

4.3.3.2 BnowdpoBKa O0CTYNE K CUCTEME

Ecnk gesuddesuns BoIiNoNHAETCA aBTOMATHHECKK NPOUSAYPaMK © WCNONEICEAHWEM EAMAHSCKHK
O 3MHEM LMD YIOWHE BEWSCTE, OI0HA UK BEICOKDHA TEMNEDaTY P, aKTHEALWA CUCTEME! DEIMHDEKLMA ZOMEHa
MPMBSOMTE K AKTHBALME CHETE Ml NPEAYNDEHASHIWA, 8 TAKKE A0MHHbl DbiTh NEPHHATE MEpbl GNA KIoMRLUHKY Ma-
WM BNA MeMOQUANKIE OT CHCTEME NDWIOTOBNEHHMA W DACNDE0ENEHHWA KOHUEHTRATA.

G
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4.3.4 TpebopaHMA DaI0NACHOCTH

Hawooe yeTpolcTEO/CHETEME ONA CMELLMBAHKA EOHUBHTDAETA J0MMHE XapanTepHaIsBaTeCA SNedy iowH-
M MAHHMANEHEIMK NapaMeToamd DeaonacHocTH;

a) Bnokd ynpasneHda paboTol QonkHe GhiTe PACTONOHEHSR TaK, YTOGL MUHKMWIMDOBATE CNYHaAHOE
YAPARNEHHUE 1 PEYNUPOBKY gy HELLMIA,

b) GRoKM yNpaEneHHA pacnpegene HKes GoMNKHE YETHD MapEMPCBATECA, YTODEI MHHUMUIMDOEATE BE-
POATHOCTE OLWWEKH NPK NepenaYds KOHLEHTRaTE.

4.3.5 HakonuTeny AnA xpaHaHHA

CnegyeT, 9Tobbl NPKW MCNONEACEAHKMA ANA CHUEAPBOHATHOMND KOHLUEHTRATA HAKONKUTENK GNA XpPaHEHWA
HMENK KOHWYBCHOS MK 4awechpaiios OCHOBAHKE W ONOPOMHANKCE YEPEa HUHMHIOK TOYKY GCHOBAHWA.
CneayeTt, 4700s GHKapboHaTHBIE HAKONHMTENK ONA XPAHEHHA WMENH NNOTHS NPUTHAHHRYD EDBILWLKY QN8
NpegoTEpale A NONagaHKA 2arpRIHUTENER W BEHTHNWDOBANKMCE “epea rmopodobHeil BOADYILHBIA
rneTp 0,45 M.

HecTEne, HecribDasMee HAKONWTENW ONA XPAHEHWA EMCNOTOCOOSDMALLKY KOHUSHTRaTOR MOryT
HMETE NNOCKOE AHO, TAKEE CnegyeT oSecneylTe BEHTUAALWI Tay, YTo0bl NEeLoTEPATHTE 33CODEHWE KOH-
ueHTpaTa.

He cneayeT, 4Tobol HEKSNWUTENW GNA KPAHEHWA WMENK CMOTPoBLIE TEYEHM, HA KOTODLX MOMYT DacTH Bo-
DOpoCnv i TpMEe. Jon#He BeTe NPE0YCMOTREHB MEDE N JPHEETHBHOH OeadHEeKL A NoGoro HEaKon|dTens
ONA XpaHeHHA 8 CHCTEME PACTCEASNEHMA KOHLEHTRATA, NOGBEramWeroca MAKDOOMoNOrMHeckoMy 2arpaa-
HEHRD.

NearHdrerlMa HAKONMTENed ONA KKCNOTOCOASP ALY KOHUEHTPaToR 0bbidHe HEe TpebyveTcr. Tem He
MoHee, BurapfodaTHRe HAKONHTENK CNeayeT GeIRHEUUMPOBaTE PEryNAPHO. JNA XpadeHHMA KKCNoToCoOED-
AWM KOHUEBHTRATOR MOMYT KCNONE3IOBATECA ANBTEDHATHEREIE HAKOMWTENH QNA XDAHEHHA, Takde kak ban-
M.

4.3.6 ¥YnetpadwoneToBLIE MaNy4YaTenu

Ecnu cHCTEMBl XDaHEHWA W PACNDEOENEHWA KoOHUEHTpaTa cHabxanTes yNeTpaduoneToBRMH Hanyya-
TENAMA 0NA DAKTERHUONONMYECcKOrs KOHTPONA, OHK BONMHE COOTRETCTREOBATE CRELYHILLLEMY.

= YNETPARHONETOBLIK KaNyYaTane gomsed pafoTaTe Ha YacToOTE BONH 252 HM,

= YNETPADHONETORRE HANYYATENE OOMMEeEH 00ECNeddBaTE 003y WaANYYassion JHeprHKM 16 MKEnnC-
BaTT-CER/CME, 8CNKH oH CHADMEH KanWGpoBaHHBIM HIMEPUTENEM MHTEHCHEHOCTH yNeTpadmoneTa, 8 NpoTHE-
HOM CNY-ae OH 00MEed 00ecneaqdrBaTe o3y Hanydasson JHeprdn 30 MUNNUMeaTT-Cer/om?;

= YNETPAPHONETORLINA HANYYATENE JOMNKeH GbiTe KANWGRORAH COOTRETCTESHHD MaKCHMANLHOE CRODOC-
TH NOTOKA,

< yNeTpadHMoNe ToRRIA MaNyYaTens goseH DeiTe cHabmeH yCTPOACTEOM KOHTRONA BeIX0OHMOH IHERTHK
HAMYYEHNA B DEXMME DEANBHOMD BEPEMEHK WK JONMHA OblTe YCTAHCRNEHA DEXOMEHLYEMIA YACTOTA 3AMEHE
NMasANE;

= 33 YNeTPagHONETOBRM HANYyYaTeneM gonkeH DTy EUNeTE, YREPHUBOWHEA IHO0TORCHHE

4.3.7T Cucremel TpybBox

CHUCTEMB DACNDedENSHWA KOHUEHTPRATa HE JoN#Hbl CNocoGCTECRATE MUEROGMONCIMHECKoMY 3arpasHE-
HKK KOHUEHTPaTA. CHCTEMBl DACNDESENEHWA KOHUSHTRATA QoMsHbl BblTe pazpafoTadel W paboTaTs TasHm
obpazom, YTobsl MUHWMMIMPORATE pacnpocTpaqedne CakTepuid n 0bpazonanme CUONNEHOK, KOTOPIE MOryT
IAMPAIHATE BOCIDHHMYHBLIE KOHUEHTPaTE. YacTas gearHekuna — 370 OO H K3 cnocoBoB MEHAMMIaLHK
pacnpocTpaHesvA BasTepuil 1 GUoNNeHoK.

4.3.8 TpebomaHMA INEKTPUYECHDONW BEI0ONACHOCTH

Tam, rae ecTe BEQORATHOCTE NEPOHWUEHOBEHKA #MOKOCTH K NALUMEHTY, 470 CNoCoGoTRYET NDOXOMOEHKIO
ANEKTPWHECKOND TOES, YCTPORCTEO OON¥HD COOTEETCTEORATE TRebosaHuar MK 60601-1 No anekTpruHeckoi
DEIONaAcHOCTI.

Ecnu anesTpWYeCckan CHCTEME HAONKPOBaHa OT NAUWeHTa, YCTRORCTRES OOMKHO COOTEETCTROBATE TPE-
CogaHHAM MK 610101, No anekTpr4eckod Be30nacHoCTH.

I pAMEYEBHHAE — EcTk BEROATHOCT: NPOHHREHDBEHWR HHEAKOCTH K NAUHEHTY, 4TO Eﬂ{lﬂﬂlﬁ{TEyET NPoEoELEHH D
ANSETPHYSCROND ToKA. Ee manwyue 33BUCHT OT CHCTEME pECOp2aenaHUR @ AHCTRYELHE NPOWIBCaRTENA Mo IKCNNY3TALNE
CHCTEMB! CMEUWHaEHAA KDHUEHTRATA. ﬂ,]’!-ﬂ OOCTEMEHWA MAKCHMANGHOA ANeETPEYECED R Ba3onacHOoTH PECCMAETRpHEAWDT
LOBE CNYYa3A.3) &cNK 8GTe BEpOATHOCTE YCTORMMEOrD INEKTRAYSCHOND €a4ana v D) ecny snesTPUYeCcEas cCHCTEME H3oNNDa-
2a=a oT NALNSHTA.
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5 HMeocneiTanuA

51 ObBwwme nonoxeHKa

B paagensa onpaenaib MaTodbl MCNETAHWA, © NOMOWEID KOTOPEX MOMET GeiTh NPOBEDEH COOTRET-
cTade TpebopaduAMm paigena 4. Hymepaywa cnedyowWs nolpaldenos cooTESTCTRYET HyMepal i nod-
pasgenos pazgena 4. NepeuncneHibie MeTodbl MCNeITAHKA HE NPEACTABNALT EOWHCTEEHHD TRHEMITE MBS
METCOE WCABITAHKWA, HO NPEgHaIHAYEHE ONA NPeJcTAENeHKsE NOWMEROE NpHEMNeMBEX MeToaos. MoryT
WCMNoNLI0RATEEA OPYIME METOOL WCNLITAHKA, @AW NPOOeMOHCTDUDDEANE BANKAHOCTE METOO0E HCNEITA-
HMWA.

5.2 KoHUEHTPaTLI

521 PHanyeckoe COCTOAHME

CootretcTEwe Tpeboeanmam 4.1.1 moxeT OpiTe ONpegenayo BHayaneHoN MHCNEELHeR.

5.2.2 PacTeopkl KOHUEHTRATOR

5.2.2.1 Huome pacTEopel EOHUSHTpaToR

CooteeTcTEde Tpebopanuam 4.1.2.1 ans KansUMs, Kankg, Mardia 4 HaTpra MoseT DuiTe OnpegensHa,
WEMONLEIYA METOOE, ONUCAHHEE AMEDUEAHCKOA AcCoOUWALMER 30DaARSOXDAHEHHA [7], METOOR, DEeloMEHTYe-
mbte AreHteTeom CLUA MO oxpane okpysamWen cpedel [12], MeToge, pesomeHdyemMble B NpHMEHMMEX cap-
MEHOMEAX KWK ADYTHE JKBHBANEHTHLIE BANAIKPOBAHHEES SHANMTAYECKHAE METO Ok

O6pasubl onkHbl GeiTe COSRaHLI B HIONHPOBaHMBIE KOHTERHEpR. [N obecnederds TOYHONS onpeae-
NEHKA JONKHE ACNONEICBATECA COOTRETCTEYIOWAA NoOAroToORKA 00DasL08a, BEMIOHAA HCNONEIOBEAHME COOTRET-
CTEYHILLME KAHANOR QNA CMEBEWWMBAHAA M NpHEegeHde oM, ecnk Heclxogumo.

CooteeTcTede Tpebooanuam 4.1.2.1 Ang HOBEX W HETPAOHUWOHHELX KOMNOHEHTOR KOHUBHTDATOR MOMET
BbiTe ONPEASNEHE KCNONLIYA COOTEETCTRYIOWME W BANKIKPOBAHHEIE SHANWMTHHECKHE METOObI .

KaKk npegensHER 3Ha4eHA NG Bodk: 4NA A4anA3a JonKEE ACNoNEI0BaTECA MaKCHManeHos CoQepa-
HHE KOHTaMHHAHTOR . onpegensdHee 8 MCO 13950,

CooteeTcTERE TPEBORAHKWAM K COCTaRY QMANMIMDYIOWETD DACTEODA MOMET GRTE ONDEASNEHD, KaK OMNi-
cado B Tabnuue 1.

Tatinwua 1— AHANHTHYECKHE WCNEITAHWA SNA KHMAYSCHAE KOMIOHEHTOR

Ko mananT Metaiw wEneTAHWRA
ALsTAET Ma3oEan XpOMATOrPAMKHA, ¥UAKCCTHEA XPOMATOTRAGHA, SHAKMHEIE NN NOTEHUHOMBTRHEYSC-
Kol METO0 R
BukapboHaT TUTROBaHME W DACHET KHCNOTH, HOHHAA XPOMATOTRadHEA WNH ApyTie MeTodk Ans adwero O,
Kansuui TutpuseTpuqeckn 30TA (EDTA) meToa, wny atoMuan abcopfuss (NpAMoE NPOHMEHOES-

HHE), CReETROMETDUR MHOVETHAHD CERIZHHOR NNA3ME [NPAMOE NDOHUEHOBSHWE), UMW WOHHAR
ApOMATEIRad A

Mnsxkcas Mona PRMETRMEA, AHIEMHIA, HAAKOCTHAR XPOMBTONDADEA WM KHMAYSCKHE METOOR

MAZMHWA ATomMsaR aBoopiuua (MTPAMOS NEOHHEHOBEHWE ), CNEXTROMETPUA MHOYKTUEHD CEAIBHHOA NN&3-
Wb (NPAMOE NPCHAKHO2EHHE | MNA MOHHAR XPOMATOTRad HA

Kanwi MnaseHE0-HO0TEMETPUYECEWA METOL. BTOMHEA aBoopluvA [(NEAMoE NDOHYKHOBEHWE), olEs-
TPOMETPHA WHOVETHEHD CEASAHHON NNA3ML! [NDAMOE NPOHAKHOERHME ] HNW WOHHARA XDOMATOPE-
A

HaTtoui Avomusar abcopBuMA (NpAMOS NPOHMEHOBEHWE), NNAMeHHO-POTOMETEHHECKAR METOD, Cnes-

TPOMETPEA MHAYETHBHO CEA3AHHOW NNEIME [NDAMOE NDOSWKHOBEHWE), @OHHO-Clegd fdiH=lR
AGNEKTHO0 MKW HOHHAA spoMaTarpagma

5.2.22 PacTeopel KOHUESHTPATOE Ha OCHOBE NOPOLWLKS
OnA WenbITAHKMA DACTRODOE KOHUSHTPATOR Ha OCHOBE CYXOMD NOEOLWKA COOe MU0 YNAKGEEH DOTEHG
CHMEWABATECA B COOTEETCTEHA C MHCTRYKUWAMKA NPOHIBOOHTENA ¥ MCNBITHEATECA B COOTEETCTEMA ¢ 5.2.2.1.

g
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5.2.3 Bopa

COoOTEETCTEME TREGORaAHWAR K KAYeCTRY BoOLl 413 MOoEeT Ol Te ONPEOeneHa, MCNonsaya MeTOObL, Npu-
pefeHHBIE B MCD 13959,

5.2.4 Baktepuonorna SMKapBoHATHLIX KOHUEHTRATOR

Yokl YEEROMTECA B COOTEETCTEMK © 4.1 .4, MOMHD HCNONLIORATE CNeqyiowyio Npoleaypy. Oouwes YHc-
N0 HAIHECNOCOEHBIX OPraHUIMOE (CTEHAARTHOE YHCN0 B Yawke NeTpr) 0onsHo BulTe NONYYE o, KCNoNBIYA
METod MEsMBEanHoro EUNLTES MK DPYTHE BAaNKOHPOBAHHLIE CTAHZARTHEE GaKTEDACNOMMHECKNE METOObl HC-
NeiTadkA. MeTog KanwbposadHord UHKNa He JoMmEed Henone3oeaTtech. MyTaTensHol cpegoi AonkeH OeiTe
TRPMATOHCIAKCINEN arap (tryptone glucose extract agar. TGEA) ¢ gobaaneHmenm 4 % GukapbosaTta watpua,
Reasoner 28 (R24) ¢ gpobapneHyded 4 % BukapboHaTa HaTpWA, TRWMNTHYECKHE CORBRIM arap [Fypticase soy
agar, TSA) unu akereanedT. Hensaa ncnonsaosaTe KPoBAHON arap WM WoksnagHeid arap. Heobxooumo we-
NoNe3I0BaTeE TEMNERATYRY HHKYEaLud oT 17 “C ao 23 °C ¥ spesa uukyBauuwd 168 4 (7 o).

5.2.5 YpoBHW 3HAOTOKCHHOR

CooTeeTtcrave Tpebosanmam 4.1.5 momeT GulTe cnpeagneds LAL HenuiTaHmes Ha IHOOTOKCHHE.

5.2.6 ObremM 3anonHeHWA

COOTEETCTREWE TPESORAHMAM 4. 1.6 MOMET BriTe ONpegenedn, MCNoNeEIYA COOTRETCTRYIOWME BonKMET-
PHHYECKAE 1 MPARHMETLHYECHEHE METOOHKH.

5.2.7T HayecTeo XHMMEATOR

HdcToTa XMMUKaToR, Kak onpeaenaqo B 4.1.7, moseT BulTe ONpeneneHa npu oMol MeToA0B HonksTa-
HIKA, HANDKEHHEIX B COTTRETCTEYIOWER dapmaronas.

5.2.8 Yacruui

CooTeeTcTane TpefopaHmas 4.1 8 sMoneT SuTe ONpegene o MHCNEKLMeN 3aNucei NPoraBoguTans npo-
OVETOR, 4TODb YOEQUTLCA, YTO KOHUEHTPAT CUMNeTROBANCA Yepes MNeTD C HOMWHATIOM 1 MEM.

5.2.9 [obapKu — «nNpAcagKd s

CooTeetcTane 4.1.9 smomeT OwiTe onpegenado pacTteopedan Aobaeck B COOTRETCTEVIOWEM KOHLEH-
TRAETE © NOCNEnYIoWHsM WAMEDEHHREM KOHUEHTPaUHK N00aBNeHHEX B¥HMAYEcKHy BELLECTE AN ONpegene ks,
HAMEHBET A NPHCYTCTEXME 000aB0K KOHUBHTDALWH AAHHOMD XMMUYECKONS BELeCTES B Npeaenax 5 % oT sHa-
HEHMA, ONpegeneEHHOnD Ha ITHKETHE A00aBKA. ANETepHATHEHO, 000aBEM MOrYT DolTe DACTEODEHE: B BOOE CO-
OTEETCTEYKILUErD KAYeCTEA W WMCNbiTadsl ONA onpegencHda, cbecnedueanT nv gofaps onpedensHioe
YBENHMYEHWE FKOHUEBHTDaUWM B npegenax £ 3 % oT IHaqYeddd, JaABneHHOrs Ha aTikeTre. Jomsno DwiTh
NPOBEOSHD WCNBITAHWE B COOTRETCTEMKA C 5.2.2.1, KaK TONLED BaeneHsl qoban.

5.2.10 KonTenHepe!

CooTeeTcTane Tpebosanuan 4.1.10 momeT BuiTe ONpegeneHo KoNeITAHKWAMK ONA NNacTHMESBBIX KOHTER-
HEROE, ONHCAHHBIMK B COOTBETCTRYHWER cha pMAKSTIEE, MM KCNBITAHKER C BhlMBIEHHEM & XMMAHECKHM SHE-
M0 Bl ME BAEMOTD.

5.2.11 KoHUBHTPATE], AOCTABMASMES KPYNHOW TAPOW

CooTeeTeTare TpebopaHduam 41,11 MowmeT EpTe OnNpegenais NepecMoTpoM NPoLUEayD DOCTARKK.

5.2.12 NenepatTopkl KOHUEHTRAaTa

CooTeetcrane 4.1.12 MoxeT OuiTe NOOTRSEHASHO NEDECMOTROM NPOMABOOCTES HHEK JAMNMCEA KOHTEN-
HEDOE, CO0EPHaLLME NOPOWOR, PYHELROHANLHEIMA ACNBITAHKAMK C MAWHWHCHA ANA remMoaranyaa, Ana K0TopoRr
OHA NpEEHAIHAYE HE W HHCNEKUHER ITHKETOK NRPOOYKTA.

Il pPpAMEBESM BN HE — I PHIMAETCA, HTO NPOHABOOWUTENE MOHET ASMEHATE CBOE Elﬁf_'lp'g,'nﬂElﬂHHE, yrofisl Monone30-

BATE CHCTEME:l TEHEDATOPOE KOHUEHTRATA LPYIME NDOMIEDOWNTEREA. B o&HHoM cnyYas, OTEETCTEEHHOCTE NPpOMIB0ANTENHA
MAWKHHE — ofacnesnTe, 4Tolk CHETEMAE reHERETODE KOHUSBHTRETE Brna COBMECTUME C MABWWHOA ANA JHANK3E.

5.3 MNpowapogcreeHHoR obopya4oBAHKE

BHOCOBMECTMMOCTE MATEDWANOE KOMNOMEHTOR, WCNONBIYEMBIX NPW NPOMIBCOCTEE ODODYACBAHIA,
DomEHa BelTe ONPELeneHa BepuEMEALMER TOrD, YTO KOMNOHEHTE, KOHTAKTUDYIOWMHE C KOHUSHTRATOM WK BO-
DOH, BLINCNHEHEl M3 MHEDTHEX MATEDWaN0E (HANDHUMED, NNACTMACC MKW COOTERTCTEYHILLEA HEDMARIKILLLER
CTAMNKW), COOTEETCTEYIOWME TPEGORAHMAM NDUMEHMMBIX hapMaKonei WMk HCNLITAHWA C BeIMBIBAHREM © KM=
YECKAM AHANTHIOM BRIMBBISMOTD, W 4TO 3TA KOMIOHEHTE, KK M3BECTHO, HE Bbilkl BAI0T TOKCHYHOCTE CHCTEME
C OWANKIWDYIOWNAM DacTRODOM.

54 CucTemel AnNA CMEWWEAHHA KOHUEHTRATA B OTASNEHHA OWANW3a

5.4.1 OBwKre nonoxaHHA
CNegyiowmHe MeTodbl MCNBTAHKAE NPpUMeEHARTEA K 4.3 .2—4 3.8, kaK yvEazaHo.
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54.2 CoBMECTHMOCTL MaTépHanos

CooteeTcTEde Tpebopanram 4.3.2 MomeT BuTe NECEEPEHD BHAYANLHOA AHCNEELHER M ACNLTAHKRMA,
ONACAHHBEIMA B NPHMEHHMOR DapMaKoned Wi MCNETAHWEM C BeMBIBAHKERM © XHMAYECKMM AHANAI0OM Bl -
BASKOND,

54.3 3awKTa npe geadid ey M

5431 DSWWe Nonome s

CooTeeTcTEME TReboRauiaK 4.3.3.1 MOMeT SpTe ONpagensHo NRoEEpKOH A8 THHEWLHMPYIOLWEND BeLy@c-
T8a B BOOE OMA ONONACKHBEHHA B KOHLE WAKNA Je3kHdertd. Ecnv GeaMiuupyso MM BELLECTBOM ABNAST-
R hopMansgerid, YPoReHs OCTATOMHBIX BEWECTE MOMET ObiTe ONDESENEH PeakUyued XaH4a, peareHTamH
Wrdra unK 3KaBaneH THEMHA MCNsITaHKuAMK. Ecng geadidudpyolan Bel@cTBCM ABNRSTCH KNODHAA Ka-
BECTE, YPOREHL OCTATOMHBIX BEWECTE MO¥ET BTk ONpeaenad, kenonesya DPD (3,5-guxnop-peninnguaicHin-
BR0A CONBK) METOO TATPOMETPUH HEMNEIE WH IKEWBANEHTHLIE WCHETAHWA. EChK geadsdnu Dy MM
BEWECTEOM ABMASTCA O30H, YPOREHE OCTATOMHE BEWECTE MORET BeiTe ONQEOEnEH, KCNONEIYA KOHTRONL B
pEHMME pPEANBEHOND BOEMEHK DACTBOREHHOD 030Ha WK aHanyua obpaiua Bogk, MCNoNL3IYR MCNLITATENLHLIA
HADOP HA OCHOBE CHHETD TRHCyNe@oraTa Wik DPD xuMyi. ECN MCNONsAyeToA KOMMEDYECKH J0CTYNHOE Gak-
TEDHUWMOHOE CREOcTEO (TepMULMG), STRMYHCE OT RopMane0eriga, XNopHOR MABECTH MNKM 0A0HA, BOMEHEl M-
MNONEIOEATECA WCNBITAHKMA HA YDOBRHE OCTATOMHEX BEWECTE DakTeprUMOHsX CREeQCTE  [repmMudunna),
YETAHOBMEHHEIE NECHIBOOWTENEM BAKTEPUUMAHONS CREOCTRA (FEDMUUMOa), B COOTRETCTEMM C HHCTRYRUMAMK
NPOHIBOOAMTENA MO MCNBITAHKAM.

CooteeTcTEMe TpebosaHuAam 4.3 3.1 gnNA BelCOKOTEMNEDATYDHON DearHe LW MOKET GbiTe NOKAIAHD
OEMOHCTRAUMER TOMD, Y4TO TEMNIEDATYDA BOOE ANA ONONACKWBAHKMA BOLA BOIEPALABTCA K GesonacHomy aHa-
HEHMAID.

5432 BnowdpoBKa A0CTYNA K CUCTEME t

Cocteercrese Tpebosaunan 4.3.3.2 MoweT BulTe anpeaenaHc naMHeckiMi MCNsTIHHAMK WIANK BHay-
AnNEHOE MHCNEELMER.

5.4.4 TpebopaMWA BEIONACHOCTH

CooteetcTEre 4.3 4 moxeT OuiTe ONPEOENEHD MHCMEKLWEN.

54.5 Hakonutend gna XpaHaHWa

CooteeTcTEde TpeDoBaHHAM 4.3.5 MoweT OeiTe ONpegeneHD BHIYaneEHoN MHCNEELIHEN

5.4.6 YNneTpathHONeTORLE HANYYaTENK

CooteetcTEme 4.3.6 moxeT OuiTe ONPEOENEHD MHCMEKLMEN.

54.7 CucTeMil TpyGoK

OTCYyTCTBHE aMnOMHHMEBLIX, MEQHEDX, CEHHUCERIX, WAHKDBLIX KNH MEANEBAHKMAMDORAMHEX KOMMIOHEHTOR K
HOHMIYPaLMA CHCTEMEY YCTRDOHRCTER ONA CMEWHMBAHKE KOHUEHTDAaTa sMoryT BulTe CNpEOeneid BrayansHo.
DTCYTCTEME NOCTYINEHHs BakTepid W oNpeasneHHBEE XMMUYECKHE 3arpAIHMTENSA B PACTEOR M3 CUCTEMGI
pacnpefensdia MoxeT ObiTh NPOEEPEH0, HONONEIYA KCNLITAHKA, ONHcaHHee B 5.2 4 W 5.3,

5.4.8 TpebopaHWA INEKTPHUYECKDN DEIONACHOCTH

CooTBeTCTEME TPEeSOBaHHAM 4. 3.8 Mo%eT DelTe ONpEegeneHo, KCNonNsays MCNeETaHKHR, NOMEEOEHHEE B
MK G0G501-1 wnu M3K 61010-1 & 2aprcHmocTi 0T TOMO, 470 NEMEMNEMO.

6 3TuKeTupoBaHWe

6.1 OBuwwe nonoxaHWA

TepMub cITHKETHPOBAHKEY B OaHHOM MEKIYHAPOOHOM CTAHZARTE BEMOUAET M00LIE NHCEMEHHEBIE Ma-
TepHansl, CoNpoOBOKIAKWMWE KOHUEHTRaTE ANA MeMOLWaNnKsa 4 CHCTEMEl CMELWMBAHAA KOHUESHTPATOE MW
MoBwIE NHCLMEHHLIE HHCTRYELKK, NPeJoCTAENASMEE NDOWIBOOHTENEM.

STHKETEA HA KOHTERHEPRE KOHUBHTDATA A0MHEHS, KaK MAHHMYM, NREO0CTARNATE WHHODMALWIGD, COOBpMa-
wyocs B 6.2—6.6. Ecnu NPHEMNeMs, MOryT HeNONEI0EATECA CHMEONb.

MpuMmedaHRA

1 Cwm. ACO 15223,

2 B HekoTOPHY MBLWKWHEY CMELMEAHWE KOHUSHTPATE NPOHCEOONT BBTOMBETHHECHE, B HE NPCEGOWTCR NONEIDRATE-
news. B JaHHsIx CRyaRE, MHETRYELW A NO AKCNAYaTALME MOryT SkiTh W3IMEHEHE , S TOBK COOTEETCTECEATE KOHKDAETHOM CHTY-
UK. Hanpemen, 8cnd WalvHa BepeT NOPOWOK W HHOHOCTE # CMEWWSAST WX BHYTPH, HeT HeofXoO«mMOCTH A
YTEEQHOSHHM, 4TO aHOHUSHTPAT X0 RCWD NEfEMSWHEISTER NEpe] “CNONBI0EAHME M. KOHCTPYEU@A MBWWHL DOMHEHA 8T
YHUTEIEATE W CMELUMBATE KOHYEHTPAT COOTERTCTEYK LMK chpaaom.
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6.2 OfuuWe TpeBoRAHWA K 3THESTHRO BAHHID KOHUSHTPATOR
JTHEETEH KOHUBHTRATOB COMMAacHs oOLMmM TReboBaH aAm JoNHHE BENOYATE CRenyiowes:

a) HaMMEHOBAHWE W A0pEeC NPoMIBOOMTENA QnCTpMORITOpE,
b} DaTy oROMYAHMA CPOKA MOEHOCTIA, SCIW NPAMEHHMO.

I pPpAMEBENBEBHWAE — Dfisits0, HE NEOQYETS YEA3aHA 0aTa oE0H4aHH A CpOKa MAHOCTH, B HE JBTa NPpoM3BcaACTEEa,

C] BaTy NPOMIBcOCTea, TONBKD SChW HE MPUMEHMAE NAT OKOHYAHKE CROKa MQHOCTH,

d) MOEHTUEHUMDYIOWKE HOMED NApTAIA;

@) CIHCOE BCEY MMIPESUEHTOR B KOHEYHOM KOHUEHTRATE M NOCAEqyIoWMy pacTEopax;

fy cocTas, BENKYAA HOHUEHTRAUMK B FEAMMAX HA NATE (1'N) EAM00M0 WHIPEAMeHTa ONA MAOKOTD KOHLEH-
TPaTa MNW BEC B KOHTERHEDE KaMO0rD WHIPEOWeHTa ANA Nopowka;

Q) COCTAR OHANWIKPYIOLWErs PACTEOPA, BEMIOYAA HOMKUHANLHSIE KOHUEHTRALMK EaMO0re 3NeETRoNMTa B
MHMNEIEBABANSHTAX Ha NATE (M3KEN) WK MENWMONE HA NATE (MMONEN) W KOHUEHTRALMA HE JNeKTpoNKToa
B AMANKIAPYHALLEM PACTECDE B MEAMMAX HA NATE [MN) MM ME0NE N, XHMHYHECKWE KOHUEHTEAWMA B AMaNHanpy-
OLER PACTEODE OOMeHLl BRTE NOMELEHE HA ITHEETEY KMCNOCONSpHALLEerD KoHUeHTRAaTa.

Mpurme«sasne — Ecny Ha 9THEETES HEGOCTATOUHO MECTE, YTOSE! KOPREKTHD NPEACTAEW Te TRebyeMy R UHGOp-
MALWH, GONYCTHMO NPSJ0CTABMTE 3TY WHMODM YUK B ANsTEPHATUEHOM EAPHEHTE, TAKOM KEK BKNAGIW B YIa€08KY,

h) ONA CHCTEM © KPYNHOE TApo@d, 00BeM WNK BEC KOHUSHTPATA(0R] ANR OWaNkaa M KoNHYeCcTEO W Kadec-
TEO BOObL!, KOTOPLE HEeobxoQMMo CMEWATE, BCNW CMELWWBAHWE NPOWIBOOHTCA AETOMATHYECKH, CNEqoBaTe
HHCTRYELMAEM MO 3KCANYATALKA NEOW3B0ORTENA,

i} ONA QOIARYROWME CHCTEM, CODTHOWEHKE KOHUEHTDATA ANA O4ANKMaa W BO4E, KOTOPEE HEoDRogus0
CMELIATE,

il TORroBOE HAWMEHOBAHWE NPOOYKTA, ECIH MPAMEHAMO,

K] yTeepwasHde, Kacanweacs TRebORAHWE Mo XDAHEHID, TAKOS Kak, SCNK NDUMEHKMO. « XDAHWTE NPH
KOMHATHON TEMNEPATYDE MK HAME R, aHE 38MopasHBaTes . wWMNK « KpaTkoBpeMeHHoE BOI0ERCTBHE MODAYMX
yono@da (40 °C) He BpedMT KHCNOTOCOOSPeaLLERY KOHLSHTRaTY s,

[} niobeie cneudansHee TpeBoBEaHKA, KOTOPEIE HEOSXOOMME. Wa3-33 CNeUAMHHOCTA NPOOYETA (Hanpi-
MED, HCNONBICEATE MEHEPATODEI KOHUSHTPATA ¢ GNpedeneHHoR CHCTEMOR QOCTABKM QUANKMAMDYIOLWEro pac-
TROPA),

M) NpegynpesLeHde O ToM, 4T MOMET BOIHKMKHYTE POCT BAKTEDMA, NPKW MCNONEA0BEAHWMA DUKapGoHaT-
HOMD KOHUEHTRATa [ToNeKo BukapboHaTHOMD KOHUEHTPATA) M N0GLIe ApYTME MEpsl NpEGOCTOPOKHOCTH, KOTO-
P chegyeT NPeanpuHATE NPM CMELUMBAHAK KOHUEHTPaTA,

M) @i NPMMERAB0, YTEEDKLEHAE O HECOKOOMMOCTH HCNETAHKE KOMEYHOD QUANAIHEYRILEr0 PACTRO-
pa no OOHoMY M3 CREJdYHILWME NagaMeTpoE. NPOB0LMMOCTE, 0H, OCMOTHYECKOE JaBNEHWE, KOHUEHTDALWA Ha-
TRKA MW EOHUEHTDALMA XNogHaa,

0) YTEEDWOSHWE, 4T ANA DAIBEGEHHA KOHUEHTDATA NEH COSOaHMM QHanKIMpyIoLWens pacteopa Heob-
AOOMMO MCNONs308aTe Bogy kavecTea MCO, cooteaTcTaviowy o Tpedoeanmam WMCO 13950,

p) NpegocTepeMeHde oT YPeiMepHors NepeMewnaaH A BUEapBoHaTHOrD KOHUEHTRAaTA,

Q) YTEEp®OEHWE, Kacaweeca MoSblx CNEUUansHalx BONDOCOE OTHOCKHTENEHD Bydiepa, Bci NprseHn-
Mo (oM. 42110

6.3 TpeGomRaHWMA K ITHKETHPOBAHHID MUOEMY KOHUEHTPATOR

DTHEETEY MALKAN KOHLEHTRATOR AOMHHE BEMKYaTE CRegyiowea:;

a) WHCTRYELWA No IKCTNYATALMA

1) ITUKETEA DOMHHA BENIOSaTE MHCTDYELKA N0 TIWATENEHOMY NEQEMEWHBARKIO NEREO HCNONEI0BAHA-
2K W HHCTRYELMKE HE UCNONLAOEATE NOBDEWASHHEE EoMTEAHEDE. ECnd nenoneayetes BukapfosaT, qonwHes
OliTe BEMIOYEHS NPEOYNRPEHISHHA O BOIMOKHOCTH BOIHHMKHOBEHHA DOCTA DaKTEpHA B KOHUEHTDHPORAMHOM
HNK passeaenHos BukapfodaTHoM pacTecpe.

2) Ha 3THEETHE O0MEMD BETE YHKAIAHD, 4TO OTEDLITRIA BUKApEOHATHEIN KOHUSHTDAT ACMHed BTk He-
NoMNe3I08aH 8 TEYSHWE BpeMard, onpedenayiore NPoMIsoguTEnem WNd B Npeaenax 24 4, @chk HE yKalaHs
MEQEI N0 NPOQNe KD aTOrS Nepuogda. BpamasHol npegen MononNeacaasus (ONpefenaqHER NpoU3E0OMTenam)
porgeH OslTe NEPUCOOM, 8 TEYEHWE KOTOPOIS KOHUBHTPAT NOCTOAHHS NPOMIRCONT AUANHIKPYICWHWA pacTacp,
COSTRETCTEYIOWWA XMMAUYSCKRK W MAEPOSHONOrM4ackin pekomergaudan MO0 11663 npu MCnonNeanBaHdKue g
CUCTEME, COCNYHHUBAEMON COOTEETCTEYIOWMA 0Gpaa0n.
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3) Ha aTkeTHax HUOQEMK EDHLEHTRATOR MOMHO BKIKYATE MEoMETPHYECKMEe CUMBOME (oM. Tabnuuy 2}
ana gupdepedurale pasndYHbE CoOOTHOWEHKE CMEWHBAHKA. ECnK MCnonNeayinTes NoOobHLIE CHMBOIEL,
YKCNa, NPEOCTARMAKIWKEE CUCTEMY AOIMPOBAHMA, OONMHE DRTe TAHNKE XODOoOWDS BUOHL 1 LACTGNOKEHE B
Npegenas KoHTYDa Me0METPHHECKONT CHMBONA. JTHEETEA J0MEHA BENCHATL CPedcTEa PAINUYEHMA KHCIOTE W
BrkapboHaTa. ECNK EOHUEBHTDAT HE COOE PHHT KANKS MM KANbUKWE, 3T0 JOMMH0 BRTE 3aMeTHO OTOGREMEHD Ha
aATHKETEE. ECnK MononeayeToes UBETOROE KOQUPOBAHKE, KPACHEIR JOMKEH MCNONBIOBATECA GNA KACNOTE, GH-
HHH — Ona Bdekapbosata i Gensii — ans auetara.

b yTEEDHOEHIE O TOM, 4T0 PACTREOD ABMASTCA ANKEROTEHHLIM, SCIIH NDHAMEHHMO

c) 0Bwem JanoNHEHKA KoHTERHEpa

d] HOMHHENLHAA NPOB0OMMOCTE KOHEYHOMD JWAnNHIMpyIoLent pacTeopa NP CMEWMBaHMH B COOTRS-
TCTBEHKA ¢ MHCTRYEUMAMK NPOWABSAXTENA WK YTEERHIEHHE, 4T0 3Ta MHGODMaLMA O0CTYNHA ¥ NPOHIB0OMTE-
na.

6.4 TpeGoBaHHA K ATHEETHROBAHMKD KOHUEHTRATORE HA OCHOBE MO DOLU K

STHEETHM KOHUEHTPATOR HA OCHOBE NODOWHKE Q0NMMHE BEMIOYATE CREqyries,

a) MHCTRYELMK NO IKCNAYaTauyu

1) ITHEETEA QOMHHA BENKYATE PEKOMEHAYEMER YCNOBWA XPAHEHHA W NPABUNA CMewHEaHKA. Ecnd ne-
NoNE3yeTeA GukapboHaT, QorsHsl GbiTe YEEIAHL MUKDOSHUONOIMYECKHE NPEASNkl ANA KCNONEIYEMOR BOOsL W
APYIAe MURDOBHONOrAHECKHE KDUTEDMKA (HANPKUMED, 83HHDEKLUKS CMELLKBAKIWME SNNADATOR W annapaTon
ANA xpadedna). Jna onpeaenes Helx yoNoara XpaHerra Q0M#H bl BilTe YH33aHel MAKCHMANLHOE BDEMA XpaHe-
HMA {CpOK MOHOCTH) 00 pajpaneHdA | nocne pajeageddda. Ecnv Heosbxoguso Ana ofecnedelds KadecTaa
NPOGYETA KOHEYHEIM NONLACEATENEM, DYEOBOECTES A0MMHE MHCTDYKTHPOBATE NONBEI0BATENR N0 KOPREKTHOMY
HCNONEICBAMKKD NPpodykTa. Cnegayet, 4Tobsl 3TH DYKOBOOCTEA BKMKAHANK, HO HE OFPaHHYHERNACE Dl 2THM Ka-
YECTEOM BOOR, HCNONBIYEMOH GNA PAIBEOEHWA CYXOMD NODOWES, KODPEKTHRIE METOOL MCNBITAHKE {HanEH-
MEp, NPOROOMMOCTH WNW pH) ONA NpoBEpKKM EODPEKTHOCTH DAIESOEeHHA KOHEYHOTD OWanWIMpyIoweno
pacTeopa, W Mobeie CReUWansHbe Mepsl, KOTORBE CRegyeT NPpHHATE Ans oDeCnedYeHdA KoppeKTHOM
WENONEACEARKA NEoQYETa.

2) ITHHETHA NOPOWKSBLIX EOHLEHTRATOR MOMET BEMIOYATE MEOMETRHYECEME CHMBONE (Ca. Tabn yy 2}
ana awpdepeHUMaLHe DasndYHbl COOTHOWEHHA CMeWHBanMa. ECny WononNsayinTeA noaohHse CHMBOMNG,
YKCA, NPEOCTARMSKIWKEE CUCTEMY AOIMPOBAHMA, OONMHE DRTe TAKE XODOWS BHOHL 1M PACTIGROMEHE B
MEEegenas KoHTYDE ME0METDHHECKOND CHMBON. JTHEETES A0MHHA BENHATE CREQCTES PAINHYEHNA KHCNOTE W
BrkapboHaTa. ECNK EOHLEHTDET HE COME DHHT KANKE MNK KANbUWE, 3TO SOMKHO DT 3aMETHD OTOBREMEHD Ha
ITHKETEE. ECnK MCNoNe3yeTod UBeToaoe KOOMPOBAHME, KDACHEI J0THEH MCNONLIoEATLEA 4NA KHCNOTE «
CHHWA gna SukapboHaTa.

D) HHCTRYELMWA MO CHEWHBIMKK CYXOTD NOPOWES B MHOKMA KoHUeHTpaT

C) HONMYECTED BOgE. KOTOROS JOMKHD MCNONEACEATECA ONA BOCCTAHOBNEHMA KOHUEHTpaTa

d) ecnw nprMeHimo, obopyoBaHKE QNA CMEWKWBAHWA, C KOTOPEM HCNONBIYETCA NOQOWOK

) gnA GUKapBoHATHOND KOHUESHTDAETa, BRpeMeHON NEeqen KCNoNBE30BaHHWA ONA NPeLOTEDAWEHINE BOI-
MOMHOrD BAKTERHUANEHOMD JAPAIHEHAA. Take NPUMERAMEE NPELYNPERIEHWA, YTO OCTATONHLIA GHKapGo-
HATHBIA KOHUEHTPAT, HE BbiMHLWEHHEI W3 HAKONWTENSH OMA CMEWWBEAHKMA W CHCTEM GNA CMEeWMBAHWMA,
CcnocoDCTEYET POCTY DakTepuia

fl ka4ecTEO BOAL, KOTORAEA AONHEHA HCNONEICEATECA ANA CMELUWEaHWA KOHLEHTRAETE (T, &, MAKCHMAIk-
HEld YypoBaH: GakTepyid W IMOOTOKCHHOR)

6.5 Jobapkwu

ATHEETEWM A0BaR0E QONKHE BRMOYATE CNeOYIoWes:

- CMACOK NPOOYETOR, ONA KOTOPLIK MOryT HCNoNB30BaTeCA Aobtaskk. ek THEHEIE HIMEHEHWA B hop-
MY KOMUEHTDATA W NOCNEOYHELME MAMEHEHHA DUANKIWDYIOWETS DACTRORA, K E0TOPRIM NPUMESQKT Jobaane-
HHE 000 B0k,

= aDerTel PAIBEOEHWA KOMEYHOID QHANHIMPYIOWENS PACTEOD MODkIMI HUMOKHMY A0DaBKamK [HaHo-
CHMTCH TONSED HA ATHHETHK sMOrKy Aobasor).

6.6 TpeboBAHHMA K ITHEETHPOBAHHK MNEHEpaTOPOE KOHLGHTRATA

STHEETKI TEHEPATOROR KOHUEHTRATE QONKHE BEMOYATE CNEayowee:
a) cHCTemMy QoIMPORAHNA MK MAWKWHY ONA OWaNK3a, ¢ OTORRIMK OHH MCNoNeEIYIOTCA,
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I PAMBYMAENHE — Boasawso, HTo NPpDHAIB0QUTENE MOEET HAMEHAT: CEOE Gﬁﬂp&'nDEEHﬂE. uTofsl HCNONBZ0EATE
CHCTEMBl TE@HepaToOpOE KOHUSHTRATE GEYIHX NPOWMIEQGH TENa@. B naH=omM cnyyae, OTEETCTEEHHOCT: NpOH3IAOQUTEAR Ma-
WitHE — MAPLHPOEETE MEWHHY KORPSETHOA MOQEenki CHCTEMBl TEHEDAETOPE KOMUEHTDATE @ NPOW IB0GUTENA.

b) aHaqeHHE BREMEHH, B TEHEHHE KOTOROTS PalyMHD OMHOAETEA, 4TO MeHEpaTop KOHUEeHTRaTa nojaest
pacTECp B QUANWIATOD, OCHOBEEARCE HA CHOPOCTH NOTOKA, CNPEOSnNaHHoR NPOUIRoaMTENEsM [Hanpusep, B 4
NpW CKOPOCTHA NOToRS 500 MAMIAH), aNeTEPHATHEHO, EMEOCTE EHEDATORA KOHUSHTRATS MOHET DbiTh Bhlpake-
Ha Kak ODLeM KOHUBHTDATA, KOTOPLIE MOWET SkiTe NPOMIBE0eH reHEpaTopoM KoHUEHTpaTa,

C] MOSYe QoNONHKUTENEHYE MMgopMaUmee, KoTopan JomsHa DeiTe WMIBECTHA NONLICBATEM, YTobk
ODECNEYHMTE KODPEKTHOE HCNONBIOBAHWE NPOOYETE [HANPHUMED, KEAYECTEC BOObl, COOK FOAHOCTH NOCNE CAMELLIM-
BAMKA W T. O.).

Frefénuya 22— CHMBONE ANA CHCTEM KOHTEAHEDOE ONA KOHUEHTDATOIE TUNLI HOHUSHTRETE

LH
Ofasnauense J3K A Hpyroe
(HOBDE]
CoDTHOWRHNE MR cMewuaaHua’ = 1:1.83: 3277 1:185: 338 | 1:1.72:42.28 [1:1.1:34 TR
Ii:nlcu:quc-ue.-me ANA CMSWMERHHA KWo- 134 1. 3583 1:44 1:354 Tac™
noTe
CooTHOoWeHNE GNA CMEWMEaHHA bu- 1 ET 46 1:19.13 1: 2516 1:31,8 TROD™
kapfioHata" "
CmBaan Keaopat Epyr TReyreneH@k Pami Ten™

u [Tofkie HOBLIS COOTHOWEHHA, HOTODRE He BEROHEHE B TAGNWYY, NPHSSIEHHYH Beile, OomHel aboaHawaTecn
YH#EEANEHEI M TEOMETPHHESKWM CHMBONOM ¢ COOTHOWSHNWEM B ABHHOM CeMBECNE. [onpegenreTca, (To Be Detarmined,
TBD).

= Kucnota Bneapborareoga.

S MOryT NPMCYTCTEOEATE HEIHRHHTENBHEE PAINEYMA 8 COOTHOLW BHHWAK JNA CMEWWEaHWA B NEESENAN KOHLUSHTRATOS
KARQOre THNa, wanpereg, 10118 32,82 W 101,36 D 3274 MOryT HONOoNe30BATECA BMecTo 101,23 03277 a
11,58 04242 moseT WONONe30EaTECA BMecTo 101,72 - 42 248,

A KucnoTe: Boda + GukapHoHATHE A SOHUSHTRET.

= COOTHOWSHHAA GNA CMELUWBAHHA HECNOTE MOMeT TakHe BaiTe B=IpaHEH0 K2K KMCNoTa + (Boga + GukapBoxaTHeA
HOHUEHTRAT) HEnpHMep, 1+ 3d, 4 1 + 44, MoryT Wenons308aTecA BMECTD 134 W1 144 CoaTBETOTERHHO.

"bBukapBosaT KMENOTE + BOQA.

S COOTHOWEHEE ONA  cMEW#BaHRa SukapdodHata ocHoBaso Ha 8.4 % pecTeope GueepboHETE =aTpWa
(1000 rronen}.

6.7 ITHEETHPOBAHHE CHCTEM CMELLHBAHWA KOHUEHTRATA

6.7.1 OBwmre nomowaHHA

DTHEETEM CUCTEM CMELLWBAHKA KOHUEHTPATA SOMEHE BEMIOSATE CRE0yHILLEe:
a) HAMMEHOEIHWE W a0DeC NPOMABOOKTENA (HAHSCEHHEIR HA YCTPOACTEO),

b)) TOproBEoE HIHMEHOBEIHWE W TN KIGENHA (HAHECEHHRIE HA YCTDOWRCTEO),

C] MOOENE W CEPHAHBIN HOMED (HAHEOEHHEE HA YCTPOWCTEO);

d) NpegynpesieHUe, 4To CNegyaT NpoYHTaTE CONPoRDOMTENEHYIO NMTEpaTYRy NPOOSYTa 40 MCNonNsI0-
BAHWA CHCTEMbEl CMELIWBAHWA KOHWEMTRATA;

2) BelOEMEHHOE NPeJyNpEXGeEHHe O BRLEcTBax (Hanpumep, GakTepuuMOHsX CPeOcTRax), KOTOpLIe
CREYET YAANKTs W3 YCTPORCTER NEDEeD ero MENoNsI0BaHHEN,

i MOBHTUCHMEALMED TUNA COBOMHEHMA WNK CNEUKEMEELKIO, BCNM HEOGX0OUMD NPEOoTERaTHTE HEKOD-
PEKTHOE COSQMHaHHE (NPEgMoYTUTENEHD, NPUEDENNEHHYID K YCTPORCTRY, B NPOTHEHOM CINYyYas, BENOUEHHYIO B
HHCTRYELMIO MO SKCNNYyaTauWn).

6.7.2 ConpoBogWTenLHan NUTEPaTYpa NPOOYETa ONA CHCTeM CMellMBAHWA KOHLeHTPaToR

Mpoy3eocaUTent Joned NEegocTABMTE NUTERATYRY, KOTORAA COOeQMHT, HO HE OrpaHKYHBAETCR QaM-
HOW AP OpMalHMeR, Kasgosy NonLI0BaTENK!

a) npeqynpesoEHde, YTO KaOaA NapTHR KOHLEHTPATa 00MEHS HeNLiTel BATECA NEPE0 MCNONEIDEAHUERM
B COOTEETCTEMM C MHCTDYKLMAMK NPOMIBOLMTENA;
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b) npegynpexgerre, 4To eebop 06opyJOoBaHHA ANA CMEWHEaHWA KOHUEHRTRATOE GNA OManyaa ABNAET-
CR OTBETCTREEHHOCTEID CReUMANACTa, OTEEYAIWEns 33 QHan4a,

C) ONUCAHWE YETDORCTEA MK CHCTE MBI, BEACHAA CNHOOK KOHTDOMKPYIOLWWE YCTROACTE, CHIHANKIALMKK K1
KOMNOHEHTOR ¥CTROWCTES, NDEA0CTARNASMbIX B CTAHOAPTHOR KOMMMEKT ALK,

d) CREMATHYECKYHD OWMarpamiy YCTRORCTE MW CHETEME!, NOKAIBIEIIOWYIO NeNoKeHMe Niobsix knana-
HOB, YCTPOWCTE, OCYWECTENAIDWME KOHTRONE B DEMMME DEANLHOrD Boemesd MK nopTos 3abopa obpaizyoe,

€] pabodue cneyndMEanie, TAKKS KaK JARNEHWE BOOLI M CRODOCTE NOTOKA,

fI nogpobiee KHCTRYRULKWM NO JKCNAYaTaUMK, BENI0Yan HaYansHeld 3anyok, MCNETaHMA 1 kanabpoay,
paboTy W IHAYEHHMA CHIHANWAALKWA, pabodyio pPeryNHpoBKY KOHTROMNADYROWKME YCTROWCTE, CHMHAMWIALKA ¢
YIPABNAKWME YCTOOWCTE, M COSQMHEHHR,

gl mepb obecnedeHWA Ge30NaCHOCTH W NPEOYNPERSEHWA, BEACAKWHECA NOCNEOCTEMNA, SCNK 3TH MEDbl
He DyayT NPUHATEI,

hl HHDOpMELKIO, KRCROWYIOCA YCTRORCTE, KOHTRONHPYIOWMY B PEMHME PEanbHOro BLeMeH KaYecTao
BOOE WNK KOHLEHTRATOR, BRMoYas pabouie hakTopsl, KOTOPLIE MOTYT NOBNHATE Ha paloYHe KapakTepueTHH¢
YCTROWCTES (HanpuMep, TemMnepatypal,

i} HOHCTRYRUMOHHBIE MATEPHANE, ONPEfeneHHEE B OBLLEM, HOTODBIE KOHTaKTHUDYIOT & DACTRODAaME,

i} vHopMawro 0 BaKTepUUKOHLIX BEWECTEAX M YMCTALLMY areHTax, KOTOPLIE MIBECTHE! KK COBMBCTH-
MBI C MATEDHANAMK, HCNONBIYEMBIMA B YCTRORCTEE, 8 TaKKe WHEopMaUM 0F KABECTHEE MHMUHECKHY Be-
WECTEAX, C KOTOPBIME MaTERHAN, HCNONEIYEMEBIE B KOHCTRYELAA YCTPOACTES, HECOBMECTHMbI,

Ki 2Cny NPMMEHHMD, METOOk OYHCTEN W SelvHidesudd obopya0oBEaHka, BReMEHHOR WHTEDEAN MeXdy
YMCTEAMM 1 JE3MHDEKLMAMK CHCTEME., W METOOL! YOANEHHA CCTATOYHEE GAKTEDHLMOHLE BEWECTE,

[} Apyrve HHCTRYELIMW N0 AHCNAYATALWK K 0SCMyUBaHM IO, BRMNHAA DEKOMEHIYEMES NDOLEIY DR M pac-
MACAHAE NPHEHNAKTHYECKOND 0BCNYHHBAKKMA, PEKOMEHIYEMOE PACHWCAHKE KOHTPONA, PYROBOOCTES MO Bhi-
ABNEHKID K YOTRAHEHWID HENOMNAZOE NONEIOBATENREM, CEPEHCHYID HHDODMALMIO, CNMCOK PEROMEHDYEMEX
JAaNAacHsLIX HacTel, NpegynpesdeHna O NOCNEACTEHAX NPH HEBLINONHEHHWA MHCTDYELHAK N0 IKCTNYATAUMM,

m} Npedynpemaeque, 4To ecnu NoCNEe YCTAHOBKK | NOCMeIyKuwero HCnonkI0BaHA NIOSEIE KOMNoHEeH-
Thl CHETEMEE CHME LUMBAHIXA KOHLEHTDATOR HAMEHAINTCA MINH JAMEHAKTCA, NoNEA0BATENE JONKEH NEOBECTH Co-
OTRETCTEYIOLWWE HCNBITAHWA W KEANWEPoBKY,

nl ecnK MCNoNLAYeTeR YbTRAMPUONETOB0E HANYYEHWE, HECOXOaWMMEl 3TANL OBCNYHUMEAHWA, TAKHE KaK
JAMEHA W YWCTES MCTOYHHEOR MAMTYHEHHA NPH OOCIyMHBAHAN CACTEME.
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MpunosaHue A
{cnpaeo4Hoe)

OGocHOBAHMA ANA pazpaboTHW W NepecMOTRa HACTOALGrD CTAHAAPTA

Al OOnaAcTs NPpHMEHEHWA

COCTEEMAKLWE, BKNAYSHHBIE 8 0GNECTE NPUMEHERMA GEHHOMD CTAHOBRTA. 3T0 PEArEHTH @ YCTRORCTEE, Heob xo-
OWMblE ANA NPoHIBOGCTER KOHUEHTPATE 4NA remMogHanisd. JaHHeIR cTAH0APT OTHOSHTCA K8K K HWOKHM, TEK W K CyXdumM
HOHUEHTRETAM. OH B NEpEYH 0Hepedb OTHOCHTOR K NPOWIBEGOMTENARM, HO COOEPEMT NONEIHYSD WHPODMAURK W ONA
NonNE3I0BETENER.

CUCTEME, HOTODEE BEMEHEPMPYHT OWANHIMDYHOW WA DPACTEOD, 33 CHET NPONYCEEHMA QWENHIWPYRWLETD PACTEORE
HEQES CHCTEMY ONA BOCCTAHOBNEHHA HCXOQHOTD COCTAEA GQUANUIRPYIWEre pacTEOpE. DelNe CNey@ansHo WCKIKHEHE 03
oBNACTH 4EACTEMA OBHHOND MEXAYHAPOAHOMD CTAHGAPTA.

KOHUSHTRPWEOBEHHEIE DACTROPE!, MCNOMNB3YEMEIE NP@ TRPATOTORMNSHAY JHANHIM DY WErN: PECTEORE ANA TEMOLHETH-
33, HEAKME WDH CyEHe, 08LWMe HNK CNEUWANEHEIS, HEMRHENT CNoNEIoBATECR NP e CCMOHANEHEIM NENEI0EATENEM, 3TOT
HPHTHYECKAA KOHEYHEA 3TAN NEOA3IBOOUTENE HE KOHTRONERYET. Ja4HaA JEYNCTYNEHYETEA 0TASTCTEEHHOO T MOMET NDW-
BOOUTE & NYTaHALE B CORIEHHOCTAX W OTESTCTESHHOCTY BOANEYSHHEN CTODOH.

KoHYEHTRAT, NOOFOTOENEHHRA U STUKETHPOBAHHE A COOTEETCTEYLW MM 06pa30m, MORET WCNONE30EATECA B HE-
NpAEUNEH0A KoMBMHALKMK, ONA DEHHOMD NEYHWEHTSE MOTYT HE MCNONE30BATECA KOPDSKETHEIE ONUNE, HEKODPEETHOE of-
CNYHHBAHAE MOMET NPREECTH K IrPAIHEHAK O0HSYHOMD AHENWIMPYIRWEers pacTaopa. Hukakoe cBopydoBaH@e Wiu
CHOTEMA HE MOTYT NEEA0TEPETUTE MNK MA0E=aTe JaHHRE SWHGoE. TONbED MHEIPMADCBEHHER W HELSHHEE CneyWa-
NAET MOMET KOHTPONMPOBATE 3T KOHEMHEE 3TENK NPCUECcE. BEpOATHOOTE YENoEeY eckol owwBrn TpedyaT venosae-
HECKOTD EOHTRGAA.

37T oBCTOATENRCTEE NPUECOAT K HECBXO0QUMOCTA TOro, YToBk NPOMIBGAMTEN: MEDKMPOBAN KOHYEHTPATEl METHO,
NONH0 W ACHS, W A0EyMEHTHPOEAN AOCTASKY NPOAYKTE ¥ Nepefasy OTEETCTEEHHOCTH 36 M0 NPAMEHEHWE Y DEXIEHRID No-
Nz3CBATENR W BMo NPOGRECCHOHENEHOMY NEDCOHEMY.

KNeH M2 CHEA ONBT ACHD NOKE33EN, 4T0 HA3HAYAHHEE CNEUWANHCTE HE MOTYT TOMHD 3HAETE onu4ecTas Oydeepa, qo-
HABENEHHOND KAK pE3yNsTaT NPMCYTCTEMA BUATATA (B CNYHEE MWOLMA KOHUSHTPATOR) @ BYETATE W YECYCHOW KRCRGTRI (Tud-
pokapBosaT HETPHA) (8 CAYYAE CyXOND HOHUSHTPETR). 3To gobaenAer = 6 s3«B/N AHWOH08, ANA OTODEN BO3MOMEH
meTabonuasm ¢ ofpasnsasuen GneapBoHETE, HEIZBMCHMO OT NEDECHEYANEHO NECNUCEHHOA KOHUEsTRaYM GukaplonaTa,
W MOEET NDHEOGUTE & HEOMMGEHED BalCOKOR KEOHESHOR KOHUSHTREUMK Gydepa.

XOTRNPUHUMNMEREHE B NONCHEHWA HANDEBNEHH HA 30eK8ATHOE B230NACHDE NEYSHHE NAUKEHTOR, DRyrHe coolpa-
HEHWA NOENWANK H3 COQSPHEAHME OSHHIM MexOYHEROOHOMD CTAHLAPTE, TAKME L84 TEOPSTHYECKRE ONBCHOCTH, WK 0T48-
NEHHES KDATHOCPOMHEE W OOAMOCRONMHBE pAcKE. FTeMOgWENKHI — 3TO CNOWHAR U LOporan npouegypa. CnegoBaTeNEHO,
fikina NpegnpeEHATSE NONBITEE C035aTe CTAHGAPTH, KOTODHE COMMACYKITCA © pAGOYMMY OrpaHWYEHUAMK W yOoBCTEOM We-
NONs30BAHWR BOSTOA, HOMDA 5To BoIMaHHD. CTROMME HOpME 3GRE3eDEUPOEAHEl ONA CADREIHEN TEDANKWA MNK §na ocobeq-
HOCTEA, HOTODHE YHE OUCTAHMMBl NPA HMIKOA HAErpYsKe C MWHUMEBNEHEM HeysofcTeoMm Ons cnepaTopa. Bones
CcE0fa0HE e HODME BEGPpatsl, KOTGa PHOL ONA NAUWEHTA ASMNABTCA HEZHAMMTENEHBIM WNE DEKToR B230NacHOCTH NEHENK-
HAETOA E OTREHMYMEHHAM AMepweroca ofopyaoeaqnR, ToedyaToa QOPOrOCTORWAR MOOREEELNA WNH obaCcneHBaDTCR
CylEcTEEHHE e npofneMe ANa onepaTopa.

A2 TpeboBawKA

A2 OBwMe nonosessh

H.211 ObGaop

OTobpakeHHde BOeHTRPALNAR YW KL A8HHEE H GCHOBHOR MefopRALKN O COOepAUMOM CHEEREET HEQBXOLHMOA KH-
POpMELHER N0 MCNONEICEIHMID ¥ CORAOYMHOA WHPOPMALHER » OBECNEMMBERT NPOCNEHHEERMOCTE. MononeoeaHe Bn-
£apBoHATHOMD AMENWIWPYEILErs pacTeopa TpefyeT WONONL3CEEHMA OBYX HOHUBHTPAUMR MM NPMrOTOSMEHAH
O#anHIdpyIoWero pacTaops, T. €. KOHUSHTRHMROBEHHBIR KENEUHAA W BHrkapfomaT npy cMeWMES HWA BRINGJAIDT 8 GCAN0K.
W npoEo MCNONEIYETER TEXHONDTMR JEOAHOIG CMEWWEBAHWA. FE3NM-HBIE CHCTEME CMELWWESDT B PAINAHHE Y COOTHOLW & HW-
A% (HENpUMep, 35X, 36 83X, 45X}, a gpyrie cHETEMEl HCNONEIYHT HENOCPSACTEAHHD CYX0R NOPOLW 0K, M2 KOTOPORD NOmYYa-
ST HECHILWSHERA pECTECR. HEKOTOREE M2 ATHX KOHUEHTRATOE COORRMET XNODUO HATPWR B GMEERDOHATHOM PACTEODE, 4TO
TpefyeT COOTERTCTEY K L E® KOP PRKTHREOBEA ANA COOTERTCTEYHIWErs QONeNHAKWEro KMenNoToCoQSp=allen KoHYeHTPaTa.
374 CAOMHOCTE BCCOPTHMEHTE MOMET NEHBOOWTE & NYTaHWUS. B HACTOALLEE BDEMA HE CYLWEETEYET 808KEATHOMD KOHTHONA
ona ofecneveHuf TOMD, 4TO W3 HENPaEMNEHO NOO0BpaHMHLIX EOHUBHTRAETOS He BYAeT NPOWIESAEH0 KOHSYHOMD HMENHIMpY-
MWErs pACTEORE HOPPEKTHOA obwelt NPOBCOMMEETY, HO0 HE KODDEKTHOMD CocTeBE. [oNL3ICEATANA NEefOCTEperamT ot
Tor, HToSh NONEFETECA TOMBKD HA MIMEPSHEA NPOBOOWMOCTH, and afecnevsHen De0nacHOCTH, CNeayYeT DECCMATRW-
BATE BCE PEMNEBEHTHEE DEKTODH, BRNKMEA oM. ¥TESDEIEHHE W MCNONBIOBEHWE COOTESTETEYSUMY KOHYEHTPATOR AN
NPoWIBCACTES HENAEMOTo QUENWIKPYILWErs PACTEORS ABNARTCA OTEETCTESHHOCTEE NoN=3c0EaTenA. Mpy BeiMUocneH My
OBl END HOMWYMSCTES DCHOBEHMA B KOHEYHOM JWENUIWPYSILLEM PACTEORE, CNe0yeT PACCMATPHMBATE BKNAM, AUSTATE {MNu
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AHEane GEyroro OpraH@Yeckon aHiosa, penwers BneapboHaT, TEK KaK o8 MeTa0onuaspyeTon) M2 KMCNOTOCOQE pEa L Er
KOHWYEHTPATE B AONONHEH M ¥ GukapboHaTty, coaepaauamMycn B GukaphoHETHOM KOHUEHTRATE.

HekoTOpRIS KMCNOTOCOMERHALHE KOHYEHTPATE, HANPUMED, TE, KOTOPhIE WMEWT B COCTASS rMAPOE3pEOHAT HETDMA
(CMeck, 0Bpas0BAHHAR W3 YHCYCHOW KUCNOTH W AYETATS HATRWA L, CONEDHAT SONbLE OPrEHWYECKHY BH@OHOE, YEm TPagULHOH-
Helg KosUeHTRETEL. TEH @Cnone30EaHEH OOHOM @3 3THE KOHLEHTPETOR, CRESYET YUMTEEATE 3HAMMTENEHOE YEENWY BHHE OLHO-
BAHAA, MONPHEHEEY W3 KMCROTOCO0SMEEWENT KOHUEHTPATE, npd asifope KoHuesTRaUsN GekapboHaTe OBARMIAPYIOWEND
pECTEORA.

Taksm oBpasom, CTESABETE HA CHOTEME QOCTEEEM DUK3pS0HATHOMND OMANHIMPYIOWEerD paCcTEOPS A0NHHe KBCETECA
KAK CHCTEME OOZMQOBEHMA, T W CHCTEME KOMTPONA, & TIHEE yNALOBKM @ STHHETHROSEHHA L0HUESHTRETOE.

YUHTRIBEA BEROATHOCTE HEKOPDEXTHOND HCNONEIOBAHEA HOHUSHTRETE, OuiNg NEMHATO PEWSHHE NOSYEPEHYTE Bak-
HOCTE OBYUEHUA W NOSrOTOBKK NONBICBATENSA W ONPSdEndTs TREBOSEHHA K 3THHSTHROBESH WK,

EMxapBoHATHEIA AHANKWIMDYIDW AR DACTAOD MOET YESNAYEEAT: GODAI0EAHWE DCAAKA W HAKWAMW B NYTAY, NPoEOAR-
WwE QHANHIMDYHOWHR PACTEOD, BKNKO4EA KOHTPONEHEE 3NeRTpodk. PeryNRpHan s heKTHEHAA HWCTES NYTER, NpoBECAR-
WWE JHERMIWPYEIWWA pacTeop, ocofeHHD BaMHa AnA @yHEUWCSHANEHSIX XADETEPMCTHE MAaweHe. [anodrneHe s
GakTEpHH MOryT DESMHOHATECA B DukapdoHa THEE KOHUSHTPATEE, B TO BPEMA K8K HE HIBSCTHO DaKTEDHA, PRIMHGHIHW AX-
CA B HMCAGTOCO0E PRA WHE WK GueTaTHEIE KOHWEHT pETE.

Cneydduiaymy Ha obcnyHHBAKME, CPOK MOOHOCTH M MUKROSHONOIEYEckMA KOHTRONE Q0NKHSl YOTAHABNWAETECA
KAMOSIM NONEI0RATENEM B COOTEETCTEMN © PERCMEHOELWAMA NPORIBEOSUTENA. [TPOHIBOAMTENR DONKHE NDEO0CTRANATE
NEAHYED WHDOPMALHED @ PAZYMHOE PYEOBOSCTES ANA CNEYMAnYCToE B 0BNECcTH 34Das00XpaHeH A ANA NpoMIecdcTes Ge-
IONECHOND, CODTEETCTEYHWEND GUENY IRPYIWEND PACTEO0E.

O HECTOALMMA TEXHONOMMAMA KOHE“HEA D230NACHOCTE ABNASTCR OTEETCTEBEHMHOCTEN onepaTepa no ofopyaonsa-
Hetha. [N AOCTHREHW A KOHEYHOTD YROEHA B8 I0NACHOCT M, NERCOHER AonseH GeiTh oy M NOOSEDrETECA KORTREN. 3TH
MEDE ASNAKTEA OTEETCTEEHHOCTEH MEOWUMHCKONS PYROBOAMTENA NPOrpaMME ORENHIE.

ALUETATHEIA KOHUEHTPET — 970 YHHHUADOEEH HEIR KOHUBHTDAT, KOTOPLIE HCNONB3YET SWETAT HATRHA, 8 He Burkap-
GoHaTt e kayecTas Oydepa. © pE3BMTHEM TEXHONOTWA, YAETOTE HONONB30BAHKMA BUETATHOM KOHUEHTRETA CHUEAETCR.

AZN.2 PHIRYBCKGE COCTORHWAE

HOHUEHTDETE MoryT BeiTe NMBO B XMOKOH, NWED 8 cyxof @OpMEe, B SEEWCHMOCTI OT MX NPMMEHEHWR. B SeR0TopBE Cryya-
fE, HECTE HOHWEHTRATOR MUIKWE, 8 OCTABWAECA B CyR0R QOPME. B QPYrds CNy“anx, HeNonbIYoTeR 088 MAOLMY SoHUSHTPATE.

AZ2A1.3 HAgHWe EOHUEHTRATRI

BaxHo, yTobsl peanbHEE KOHUEHTPAUMW PACTEODGOE, COOEPMALALCHA B KOHUSHTRATEY, BenW HACToNEKS BRWsKe, Ha-
CHOMAEKS 3TO BOAMOM HG, ¥ IHEYSHEAM, I3RENEHHEM 8 STHESTEE. XOTR SHAMATENEHEE OTHAGHEHAA MOryT DsiTe ONECHERM KW
ANA NAUWEHTE, AoNyckd Medes 5 % ANA rMeIKo3sl @ BETOPOCT BNEHHEIX KETHOHOE MOMYT S6iTe NOCNEL0BETENEHD GOCTAMHY-
Tel. Janes, SCnM aTH HOMNOHEHTE MPACY TCTEYET B MANEY KONWHECTESR, NPHMEHUMO OTENOHEHS 0,1 M3EE/N 40A BETOROC-
TENEHHEE KETHOHSE WA S MOLN ANA rNsKods . 3T OTENGHEHRA HEoBXOQUME ONA yETa NPACYTETEHA 3THY PACTEOREHHEX
BEWEETE 8 GPYrds MoNOOHE MATEPHANSE W OrpEHHYEHHR NEW NPOR3BoOCTES M WCNLITAHW K.

AZ21.4 Bopa

Brmo peuweso, YT 20NKHE BeiTe HEKOTORERA YERPEHHOCTE. HTO BOGE, MONONs3YEMERA JNA NOANDTOREM KOHUEHTRATA,
HE BHOCHT CYLYECTEEHHOMND BENBLE B yROBEHE XU MAUSCHOND ATPRIHEHUR. NPUCYTCTEYIOW BN B CAMOM HOHUSHTRpATE. CooT-
BETCTESHHD, TPROOBaHEA K 3008 Ghiny BE3AT= @3 MCO 13950,

A28 Baktepronorva GerkaploHaTae X KOHYEHTPATOR

Brmo nokasaHo, 4To DekapBoHaTHe e KOHYBHTPATE cnocobeTEYH T pocTy SAKTERMR U NPEOCTABNARDT OPYrHe MCTON-
Hike Ha4aneHoro BuosarpaaHesia, cnocoliee GECTRO YBENHYHMEETECA NOCNe paseefesHA (Ebben 8] Bland [B]}. Npna-
H3HWE aTux onacHoCTEd TpelyeT DONONHATENEHEX MEp NPEeLoCCTOPOMHOCTA NP NDWFOTOEAEHWH, NOMSWEHAH A
KOHTE AHERE, KPEHEHWE i BRICTPOM WCNONs3I0BAHWK ONA NPeOoTERSULSHEA SP2IMepHOND DOCTE AN HMAEHE X SPrasns-
Moa. CpencTea, oBecnadvBaH WKWe BEI0NACHOCTE ADNKHE PEKOMERIOBATECA NPOMIBOAHTENEM @ YCTAREENWBATEGA 0 CO-
GneaaTecd NONE30EATENAMMK.

Muoro oficysaanci BoNpOC HCAONL30EAHKWA NOSXCORWMWE CPES U YONoBMA WHEYGALME «yneTyp 8 DukapioHaTHomM
HOHYEHTpaTE. B OSHHOM MEELYHEROOHOM CTAHASD0TE NRMESTEH OOHH NPREMNeM H MaTod. BMecTo 3TaN0HHOMD Metoaaa,
ORWCEHHOMD B 5 2.4, MOryT WCNONEI0BATECR QAYIHE METOAR, KOTOREIE COrNAGCHD PeayNsTATAM HONBITAHHA NOKAIBISEAT, N0
KOA@dHER Mepes, B OCHOBHOM 3XEWBANSHTHEE DE3YNETETE.

BONBWHHLTES MWEPOOPrESH3M0E HE PACTYT B BMCNOTOCONE pEEWNE SOHUSHTRETAR ¥, CNeJ02aTensHE, HeT Tpebo-
BSHWA & MCNEI TAHEH BRIX00HOM YRO0EHA DAKTERRA B KUCNOTOCOASRHAWEM KOHUEHTRETE.

A28 DObeM 3aN0NHEHUA

MocTEBW WE QONHEH TAPSHTHROESTE, 4TO 0lbEM COOTERTCTEYET STHHETHE M. CNEL0BATENEHD, MHASAHWAM NoONE30-
BE3TENA

A2AT KauecTad XHMHYSCEHY ANSMEeHTOR

PeroMmeHgyeTod, 4To06I BCE XUMHYMSCHRE SNEMEHTE COOTEETCTEOEENM TPEOOBAHMAM NDHMEHAMEX DapMEKONER.
MpegensHoe COQERHEHHE HA TPWR, KANHA, EENEUHR, MErHAA KW oH Moy T OeiTe NPEELILEHE, AP YCOODBAW, STO WX NPSES WE-
HAE KOMASHCHEYETCA B KOHEYHOM COCTaEe. T KAK 3Td MoHe AoBaENAKTCR B KOHEYHBIR COCTER, BOIMOHHO BHECTH HEKD-
TORE B KORPEKTMDOREM ONA EOMNEHCEEMN 3THE WOHOE G83 HENOMEHEA OrDEHWHERHA CoOTRaTCTaNA TpedoBEasrEM.
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Taswe yHTRHEIATOA, MTO HA ITAKSETEE A0NHHD ObITh YEE3AH0, MCNONBEIYIOTCA N 3TH KMMAHECKHE BRI ACTES B MEMO-
gwanais. T,k TpeloBaH#a K ATHEATHPOBAHW D HE OTPAMEKT BCA X WAIMSHEH WA B cREudPUiaumAx hapeakenan, Seine pea-
WEHO, 4TO 3TH TReD0BAHWA HE YNy A DT ERHECTED NPOAYKTE

A28 OoSaeks — sNoUCELRE

Bos asuyecTEa KOHEMHOMD KOMUEHTRATE AONHHE! BelTh YEAISHE HA ATHEETHS TAK, Y4TOBK NONE308ATENS MOM GREEDE-
TTE TOWHE A COCTES NPOOYHTA, T. K. MiO0R KOMAOHEST KOHUEHTRATS MOKET NPEHUKAT: B HDOBEHO0CHRA NOTOK. KOHCe pE&H-
Thi MM HEAWEETODE. NEPACYTCTEYVIOWEE 8 KOSUEHTRATE, SOnsHe DsiTe YES3EHE HE 3THESTHE .

A28 KosTelHeps

BelecTas 3 KOHTEAHSPE, 33MPAIHAK W WS KOHUSHTPAT MOrYT NPOHHEST: B NEUHEHTA B0 BREMA GHANHIS 4 MOTYT Ha-
HOCHTE BRES NEUHEHTY. CNefoEa TeNeHD, QON#HE HCNONEI0OBATRERA OTHOCHTENEHD HHEPLUHWOHHEIE KOHTERHEDE, KOTOpRIS
HE BNAANT B8 HOHUSHTRELMHE WMWK SMHCTOTY KOHYSHTPATA.

A2 110 YpoRsM aHa0TOSCHEDR

HOHT@ONE AHOOTOKCMHOE B KOHUSHTRATE BAXEH ANA NPESGTEPALEHUA NAPOTEHHEE PRAKLRA ¥ NAUMEHTE BG BPaMA
Owanaza. Npegen 3HEOTOKCHHOE CHWTRSTOA CYLACTAEHHEIM ONA BOOL M QUENWIMPYSILErs PRCTEODE, T K. CYWECTEYKT
OOHAIATENBCTEA, MTO NHPOrEHE! @3 AWANWIMDYHIWErD PACTEORE MOMYT NEpERaBATECA NAUMEHTY. MMpeden b yoTaHOENAH
8 MCO 11663, T, €. KOHEYHE A JMANMAMPYIOW MA PACTEOD GHAILIBEST MAKCWMANaH0E BNEAHWS HA NAYWEHTA W AMSNHIWPYH-
WHAE DECTEOP — 370 KOMGWHEUWA MEOMWMY (PAaKTOROE, TEKWN £ax SAKTERNANEHDE COCTORHAE KOHYEHTPATA, 8001 H YUCTOTE
MAWWHE ANA AWENK38 W Nalex COOTAETOTEY LAY CHETEM DECNPEIENE HURA.

A2 117 KoHWSHTPATH, QOCTaENASMEE B B0oNkWod Tape

DocTaska HOHUSHTPATOE B SONEW0R TARE CTAHOBATCA COLANPHEHATON B HEKOTOPEIE CTDAHAR. 3TO NPAKTHES BREweT
33 colo@ HANKYWE OTEBETCTEEHHOCTH, KAK NONB30SETENA, TAL M NDOMIECOHATENA. MoH CoYLUECTENSHAN QOCTAEKA KDYNHOR
TapoA, NPOOYET Racnpefenferca 8 DonelWWe HEKDNWTENY ONA XPAHEHNA W OPMIAHENEHER STHEETEE yTpaunaaaTea. OBony-
HUEAHWE HAKONWTENed ofkyUHD RENAETCA OTEETCTESHHEOCTER] NONL30BATENA. HAKONWTENE @ CBAZAMHAA TpylonpoBcaHan
CHCTEME QON¥HEE NEpUOORYMECKE YUCTUTECR W QSIWHEHYMPOBATECR B COOTERTCTEMH 0 CTAHGEPTHRIMA NPOUSdypaMi.
Chnegyer ofpeWEaTE BHAMAHME HE 0DBCNEYEMHE TOMD, 4TO KOPDEXTHEA COCTEE NOMSIWAETER B NPESHNEHER HAKONWTENE.

MCnoneayeTom MsOr pESNMYHEE NYTER OCyILACTENEHEA JOCTAEEH KDY NHOE TADOA. BRND PEWSHD, 4TO TOUKE NE pe-
Oa4d PACTEORA KOHUSHTRATE — 5T0 TOMEE, B SOTOPOA OTEETCTEEHHOCTE 34 M0 ATHRETHPOBAHAE o UENOCTHOCTE Nepeo-
DT NONBI0SATENMN. 3TH W3MEHEHHE OOMHHE ONDESENATECR NECEMERHEIMA NPOYSAYRAMA.

Ecne HOHWEHTPAT OOCTEBNAETCA EOHEMHOMY NONs30EATENM KDYNHOR TEPOR, NON=3ICBATENE AONMER NEWHUMETE
MeEpsl no GOSCNeYaHU TOMD, YTO KOPPEETHRIR COCTES OOCTRANAETEA 8 NPAEMNsHLIA HAKONWTENE ANA KpaHeHsa. DonkHa
BbiTh CHODMNEHE NECEMEHHAR OOKYMEHTALWA N0 KOPResTHOM AOCTABKE M TOMKE NEQESAYH OTRETCTEEHHOCTA.

£.2112 CucTemMsl reHeEpaTopoR KOHUEHTRAETE

Hak TEXHONOTMY BCEMA NPOTPECE, HEKOTOPEIE NPCHIBOIMTENH QENEHNT CHCTEME NEWTOTOENEHWA KOHUSHTRETAE, KOTO-
OhiE MOTOBRT PECTECR SNA WONONSI0EEHUR 8 MEWHHE GRA AWaNK38. Being peweaHo, 4To 3TH CHOTEME CnegyeT AoBaENTE B
DaHHER MEHOYHIPOAHEIR CTAHZAPT. 3T CHOTEMEl NPOHIE0IAT KOHWEHTPHPOBAHH Y0 CYCNSHIWI, KOTOPEA LW HA MAHSCHE
CMSWHWEASTOR & KMENOTOCOOS A EUWM KOHLEHTPATOM B MELWWHE INA geansza. T, b CMEWWaaH e NPOM3B00NTCA ORHEM K-
HECKM, 3TH KBHWCTRE MOTYT HCHONE30SETECA PAINWHHE M COOTHOWSH MM CO0E PHARWA KECnoT (36, 14 » 455). CeMBons HE
ATHY 3THEETHAY CYMTROTCA HEOBAIATENEHEIMA M, BOIMOXHD, SE0OALMME B 330N 0aHUE #B3-18 WX HEOOHOIHEYHOC T . Tax
HAK COSAMHADLUME ANSMEHTE MOMYT OTNWHATRCA, CHHTAETCA, HTO HEOBXOGUMO CNPESENMTE G KEKOA MBLWHOA MOMyT Ho-
NONs30EATROR KEHMCTRE.

CHCTEME MEHERATOPOE KOIHUEHTPATS HE MOTYT WENONEIOBA TeCR © HEHOTOREM A A03HPYH LMME CACTEMAMK, TAEHME
HEE CHCTEME 683, 8 KOTopex GukapdoHaT HETRHA CMEWRBSETCA © XNOEWEOM HATPUWR, T. K. HET BOIMOMHOCTE GNpege-
T, 47O Bk ASQHEHD COOTHOWERWS pacTRoReHHR DukapBoHaTe HATPUA W EMOPUAE HATPWA.

CTEETCTESHHOCTE NPOAIS0OUTENA MA L MEE — PAIRadoTaTe M NPOWMISECTH MALWKWHY SNA GHANKIE, BENOYEA BOE HE-
oBxogumMe s Nnposepiy GR30NacHOCTY GNA TENEHTAN TOMD, STO CHOTEMA LocTaEnAST GezonacHel i A M EETHEHE A JHENN-
IMPYHILWA pACTROPR ONA AWankza. Eocnu secBirogumo. gonsse DseiTe NpEgYCMOTRERE MNETPR 0A NEESOoTERAWLEHWR
MPOHHEHOEEHHA B NOTOR JHENWIWPYSOUWETD PACTEORE HEPACTEDPEHHOMD NODOLWKE .

8. 2.2 MNpowseogcTeeHHDS obopyaoBaHHe

A221 DGWKe NonoHeHns

HeToRCWMHOCTE KOHCTRYKUMOHERE MATERHAEN0E ONA NPOA3800CTEEHHOMD 060pY I0BAHNWA — 3T0 OCHOBHOA CRocob
NpEA0TERATHTE ZEMPAIHEHHE KOHUEHTPATA. B HACTOAWES BPEMA OOCTYNHEl SAHHEE, NOKE36IEAWME, HTO METEDHENE,
QOHAKOE NPAHATHE KEK RHEPTHRE, MOryT ShiTe TOKCHYHEMN APA AX NPUMEHEHME [HENDUMER, BeiWENEYWEAHUE MEDH M3
meaHsx Toyh, ccofasHo NpY HA 34006 D, KOTOROS MOMET BOIHHEHYTh NPE MOTOWEHW M L8MOHH3ATORE). dpyree maTepnans
BbiNK OTMEYSHE KB ONACHRIE ANA N3UASHTE (HANPHMED, Me0k, NATYHE. UAHE, FAN2BAHHIMPOBAHHEE MATEPWANS # ANK-
MEHAR], M Wx Takse cnegyeT raberarte. HEKOTOPSIE ROPOWD HEBECTHE S HE TOKCHYHEIE MATEPHANE BHNSDHAKT ONpEGENEH-
HEE COCTABR! HEPHABSKLWER CTENM, CHNEKOHOBYI pe3nay, BOpocenMKaTHOR CTERND,. NONWNRONMNEH, RONWEBHHENENORKI,
NONASTHNEH BRICOKOR NNOTHOCTH ¥ NONUTETREGTERETHNEH. ONACHOCTE KOHCTPYEUWOHHE X MATERHAN0S BOSHAKIET B pa-
IWNETATE JNMTENEHDA HEKENNHEIWWEATH TOKCHYHOCTH.

A2 22 YposHW 3HEOTOHCHHOE

Tpebyetca, 4Toflk EOHUSHTRAYWA IHGOTORCHHOE B GuEApHOHAETHOM KOHUSHTRATE Grineg TakoR, YToBw NpW ero cre-
WHEBAHWE C BOL0@ 8 COOTEETCTEYHIWENR NPONODLAR, NONyEHELWMACA ORANHIMDYIOWHA pECTROD yooaneTecpan Tpedoeasn-
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AM KasecTea MOD 11663, Tag €A amA0TOECHEE B KOHEMHOM JUENHIMPYHWes pacTaope MoryT OsiTe nonysese 8g ua
KOHUEHTPATS, TAK @ W3 BOAH, cneayeT, “Tobk Bo0a, MCNoN=3yeMEA ANA PAIBSIEHMA AOHUSHTRAETE ANA WENEITAHWA HE 35H-
AOTOKCHHE ., COOSPHENE MAKCHMANEH A DONYCTHMEIA YROBEHE 3HAOTORCHHOE, AonycTerefd MCO 13959, y1ole KoOHa YHEA
AHENHIMPYHILME PRETEGP coaTRETETROBAN TReGoaarram MCO 11663 B yoNoOBURE HEHXYAIWLETD BCNonHeH#A. [ogpazyme-
BEETCA, 4T0 8003, HCNON=3PEMEA ANA CAMSWHEAHWA NODOWES ANA ACNBITAHWA, MoMeT cogepxate 0,25 ELn sHooToRce-
HoB. (MopEKTHYECcKH HEBQIMOHHT NPWROTOBMTE BOOY, COOEPHAWYHD 33J8HHBIR YPOBRHE SHOOTOHCWHOBR, EpOME Toro,
OUEHHEIEMAN KOHUSHTDEUWA SHOOTORCHMHOE MOMET HAMEHATLCA NP A05aBNeHHKM HOHOE W3 KOHWRHTpaTE (obpajoeaHse
AIpEraToR)].
A3 ITHEETHROBAHMHE

A3 Odilve noNa¥eHWA

CyWecTEYILWE HOPMETHEHEIS BETsl YCTAHEBNHEZWNT OBWWE TEEOOEAHUA £ 3THESTADOEAH WK B08E MELHUMHCKHY
MALENEA, BENDYSA TALYH WHPOPMAULNAN, KB HAWMEHOBEEHHE W 3APEC NPOMIBSANTENR, CEpMAHEIR HOMED. Tel He MeHes,
Grino pewaHs, «To W30 TOMHOCTE AaMHEX TREE08AHMA NZEONOYTUTENEHEE NPONYCKE W TRSBOBAH WA, CROOHBIS C WH DO p-
MAaRHER, CNEDEOSNERHOR JEYTHMNA HODMETHEHEIME DOKYMEHTAMA, DeiNe BKNEYE HBL.

A.32 TpeBoRAHHA K ITHKETHROBAHHM HHAKHE HOHUEHTPATOE

JaHHEA CNEUHENNIKPoCEEHHES WRpOPMALEA NPHEELEHA ANA KOPRELTHOMD MCNONs30EAHUA KOKUEHTRATE ANA rEmo-
AWANMzE, NOCTAENASMOrD B MMOEOM BUAE. TpeBoaasue 33W@ATe OT HPSIMSpHOIG OXNAMAEHUA, TAKKE KEK @ TpeboRaHKe
AELUYATEl OT HEE3MERHOND HAMPE B PACCMATPHEANWCE, HO BRING OTMEYSHD, UTO YCNOEHS TWATENEHOID NEPE MELWL BEIHWUA Ne-
pEL UCNoONEICBAHEEM IZUWTHT 0T ACNONEIOBIHAA KOHUEHTPATS, KOTOREA BeN NOARSpHEs JLCTREMANEHOMY GXNEKAS-
Hehl. BOnEs TOTMD, 3AWATE OT CAY4aAHOMND WMCNONBI0BEHMA HEEODRSKTHOMD PECTEORE W3-33 CMOMECTH KOHTEAHSpORE
CUMTEETEA HPARHE BAMHHOA.

He HIBSCTHS! CNYHEM NEPOrEHHBIX DESKUWA, BEl38EHHEIX NTHDOTEHAMH SMCNOTHOA YACTH KOHUSHTPaTE. TaKkHe aywed-
TEYET BEPORTHOCTE, YTO KMCNOTHEA SOSUESHTRET D8AKTHEMEYET NHPOrSHsl H3-38 HE3Rors pH.

£.3.3 TpedGoBAHHA & 3THKETHPOBAHWHK KOHUBHTRATOE HE OCHOBEE NOPGWKE

HMzaecTHo, 4To GneapBoHETHEIR KOHUEHTRAT cnocoboTeyeT pocTy GakTepui. dpyrie QaHsee NoLOepHAEENT GakT,
WTO BCNW HOHTEAHED He BN HODPERTHD OMUWEs # eisHgALnpoEaH, ocTaTouHsel BnxapGoHETHRIA KOHUESTRAT CROCo-
GoTeyer pocTy GakTepnd. OBeHe NPORIECOMTENW PEKOMEBHO YT CPOK MOQHOCTH SNA MUHAMWEUWKH CNYHE8E BOIHUKHOBES-
Hef pocTa HakTepHi. 3ToOT NPaOsn OoNHeH To4Ho colnigaTecs NoNsI0Ba TENEM.

ATHEETER OONMHA BENKMATE MHETOYRLMA N0 TOMY, 4T3 CNedyeT W3BeraTs Bo308ACTEHA HDE3MEPHE X TEMNERATYD U
OEDHETE LOHTEAHED TLWATENEHO WEAOMNUPOEIHHEM B0 BPSMA RKCNONBE0SEHWA. ECne oenonbayerca HSukapBoHaT, BonNH0
GriTe BEMIWMEHD NDEAVIPSHOSHAE, 4TO BOAE. COOSRMALWAR JaKe NDHEMNEMee Yicno BakTepun, oobaenaeTcr 8 cpeay,
KOTOREA MOo%eT cnocoBoTRoBETe pocTy GaAKTEpMA W, CAEQOEATENEHD, CNEAYET NROB0IWTE NPOUELypel gna ofecneqsHna
MUEpoBHONoOrHYecKod G230NACHOCTH. B MHCTRYRUMN MOTYT NPSINEraTECA METOAM, TAKHE KAk YNyl EHHE KBYECTEA BOGRI
MW EODOTHAR NSpWAGA $PaHEHRA, W cnedyeT, u4Todel pEROMEsI0BSN00s, YTOBK KOsTEAHED DsiN YHETLIM K HEOEEHO 06 3MHEH-
PUUMpOBENCA. ANNAPATYRE GNA CMEWHBEEHHEA BrEapboHaTs Don®He Takse Qe3WHPAUMDOBETECA Yepel COOTEEToTEY -
WWE WHTEPEANE, B COOTESTOTEMM © MHOTPYELMAMA NPOAIBONETENA.
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MNpunoxesse QA
{cnpaBo4HoR)

CBefeHHA ¢ COOTBATETEMH CCLINOYHBLIX MEXOYHAPOAHLIX CTAHAAPRTOR
HALUMOHANLHLIM cTaHaapTam Poccwickon Denepalni

TaBnuvya OA&1

OBoanayaHAE SoENOYHETE CranaHe OB IHE S HHE B HAMMEHOEE RS COOTHETCTHYE WETO HAUWMIHANeHDID

BURLYHAPDOHOND STaHgapTa COOTESTCTHMS CTAHOAPTE

MCO 130549 — *

WMCO 11663 — *

M3K E1010-1 — -

M 3K BOE0T1-1:2005 ioT FOCT P M3K 60601-1—2010 oMagensn  wedruH=CHEE
anekTpedeckie. Yacts 1. Qbwne Tpedoaasna S230N3cHOCTE &
WHETOM DCHOBHEIE 0y HEYMOHANEHEIL X8 PAKTERNCTHES

" CEIIZITEET'E-'TE'ﬁ'nﬂ-LI.I.Hﬁ HEUWOHENEHE A CTAHABDT OTCYTCTAYET. ,U,I:I 2ro YTEeHOSHHA pedOMaHaYaTod HONoONeIoBATS
Nepeetd Ha pYCCEM A A36IE QAHHOND MERAYHEROAHOMD CTaEABRTE. Ma PEE0 ABHHOMD MEROYyHAaROQHONS CTAHGAPTA HA KO-
ANTCA B DefepankeHoM HHEOPMALHOHEHOM DOH0Ee TEXHHYECKHE PErNaMe=sTo8 4 CTAHAAPTOE.

NMpeaMesad He — B HacToRWSA TEENHLE UCNONEICBAHO CNE0YDWER YOCNOBHOE OBO3HAYSHEE CTENEHNA COOTEE-
TCTEWA CTRHORQPTA:
- 10T — @OesTEYHE R CTAHAADT.

BuEnuorpadguna

1] MCo 152231 MeoWU#HCEHS YoTPOACTES. CHMBONE, MCNONLIYEMEE HE APNBIEER MEO0RLWHCKRX
YOTROACTE, NPH MERKWPOEKS W B NPESOCTIENASMIA HHROpMaLWHE. YacTs 1. OGwne
TpelfoaHna (150 15223-1 Medical devices — Symbols to be wsed with medical
device labels, labeling and informaton o be supplied — Part 1 General
requiraments)

(2] MCD 15223 20000Amd 1:2002  Megny#HcEMe yoTpORACTEA. CHMBONE, MCNONs3YEMEE HE APNBILEX MEeQHLHHCEHEY
YOETPOACTE, NPH MERKWPOEKS W B NPEGOCTIENASMOA WHhOpMaUKHE. YacTs 1. OBwne
rpeloaadka, Oononsesde 1 (150 15223 2000048md.1:2002 Medical devices —
Symbols 1o be used with medical device labels, labeling and informatien 1o be
supplied — Amendment 1)

(3] MCO 15223 20000Amd 2:2004  MefWiy#HCEHe YoTPORCTEA. CHMBONE, MCNONs3YEMEE HE AQNBIEEX MEeqHALHHCEHEY
YOETPOACTE, NPH MERKWPOEKS W B NPAQOCTIENASMOA WHhopMaUKns. YacTs 1. OBune
rpebopadna, Qonondedde 2 (150 15223:20000Amd 2:2004 Medical Devices —
Symbola to be used with medical device labels, labelling and information io be
supplied, Ameandmeant 2)

(4} WMCO 23500 HEOKOCTH ANE reMOo0Rand3a W conyToTEYHWER Tepandk (150 235040, Flwos for
haemodaialysis end refated therepies 1)
(5] M3K 60801-2-16 MeguwysHcsoe anedTpoofopynosaqwe. HacTs 2-16. CneunaneHsie Tpebopadea

OCHOBAM GS30N3CHOCTH U OCHOBHE M paboUUM KaparTepy cTHiaM 0G0y L088HHA ONA
resoanannza, reMogUAad@nETPALMY W reModrNsTpaLK: ((EC 60601-2-16, Medical
aleclrical egulpment — Farl 2-16; Parlicular requeements for basic safety and
ezsential performance of haemodialysis. haemodiafitretion and hasmofiliration
aquipment)
6] ALFREY,A.C. and SMYTHE, W.R. Trace element abnarmalities in chronic uremia. Froc. 11th Ann_Confractors Conf.
{Artificlal Kkdney-Chronic Uremia Program, MIAMDDG) pp. 137 —138, 1978
71 Amencen Public Heglth Association, Standard Methods for the Examination of ‘Waler and Wastewater, (21 st ed ).
‘Washington, DG, AFHA, 2005
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[B] BLAMD, L.A., &1 al. Potential bactenaologee and endoloxin hazards associated with guid bicarbonate concentrate,
Trans. Am. Soc. Artif. Int. Organs. 33, pp. 542—545, 1987

[4] EBBEM, 1P et al. Micrebsologee contaminaton of lliquid bicerbonate concentrate far haemodialysis, Trans. Am. Soo.
Artif. Int. Orgens, 23, pp. 268—273, 1987

[13) European Pharmacopoea, 5 ed. European Pharmecopoeta Commission, Strasbourg, 2005

[11f KESHAVIAH, B, LUEHMANM, 0. and SHAFIRO, F. et al. Investigation of the risks and hazards associated with
heemaodialysia aystems (Technical Reporl, Contract #223-TE-5046), Dept. of Health and Human Servces. Fublic
Heatth Service/Food and Dreg Administraton/Bureau of Medical Devices, Silver Spring, MD, Juns, 1980

[12] U5, Eavironmental Prolecton Agency, Methods for Chemical Analyais of Water and Waste [EPA-G00-4-70-020)
(Revized March 1983) Environm ental Ressarch Center, Environmental Monitoring end Support Leboratony, Cincinnats
(Chioh, 1979

[13f U5, Environmental Protection Agency, Methods for the Determination of Metals in Environmenial Samgles,
Supplement 1 (EPA-G00-R-94-111) Environmental Mondonng Systems Laborgtory, Cincineat (Ohea), 1904,
hitp: i wee e pa.gow | OGEW DWW methods/method s, html

[14} U5, Environmental Frotection Agency, Safe Dnnking Water Act, 1996 [Public Law 104-132) W ashington, D.C. EFP&,
19496

[1%] United States Fharmeacopeia, United States Phearmacopeia-Meticnal Formulary (USSP 26-NF 21), Rockyille, MD, United
Slates Pharmacopelal Conventlon Inc., 2003
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