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MpeaucnoBue

1 NOArOTOBNEH AsToHOMHON HekoMMepUeckol opraHusaumeinn «MHCTUTYT meauko-6ronormieckunx
uccnenosaHuii n texHonoruiny (AHO «MMBUWT») Ha ocHOBe coBCTBEHHOTO ayTeHTUYHOTO NepeBoaa Ha pyc-
CKWI A3bIK MeXAYHApOAHOro cTanAapTa, ykasaHHOro B NyHKTe 4

2 BHECEH TexHu4ecknm KoMuTeToM no cTaHgaptusaumn TK 422 «OueHka Grnonornyeckoro oencTens
MeONLMHCKUX U3aenuiny

3 YTBEP)XOEH W BBEAEH B OENCTBUE Mpukasom degepanbHOro areHTCTBa no TexXHN4Yeckomy
perynuposaHuto n metporiorun ot 20 mapta 2015 r. Ne 149-ct

4 HacTosiwmiA cTaHOapT MaeHTUYeH MexayHapogHoMy ctaHgapty MCO 13958:2009 «KoHueHTpaThl
Ans remoguanusa u conytcTaytolein Tepanumy» (ISO 13958:2009 «Concentrates for haemodialysis and related
therapies»).

Mpy NpUMEHEHUM HACTOALLEro CTaHAapTa PeKOMeHAYeTCs UCNONb30BaTb BMECTO CCbINTOYHBIX MeXayHa-
POAHbIX CTaHA4APTOB COOTBETCTBYIOLLME UM HaLMoHamnbHble cTaHAapTel Poccuiickoin deaepalun, cBeaeHns o
KOTOPbLIX NpMBeAeHbl B AOMONHUTENBEHOM NpunoxeHun JA

5 BBEJEH BIEPBbIE

lpasuna npumeHeHuUs Hacmosweao cmaHOapma ycmaHosneHel € FTOCT P 1.0—2012 (pa3den 8).
UHepopmayusi 06 usMeHeHUsIX K Hacmosiuiemy cmaHOapmy rnybrukyemcsi 8 exe200HOM (110 COCMOSIHUIO Ha
1 siHeaps mekyujeeo eoda) UHpOpMaUUOHHOM yKazamerne «HalyuoHarnsHble cmaHdapmel», a oguyuarnsbHbIl
mekcm usMeHeHull U rornpasoK — 8 exXxeMeCsIYHOM yKazamerie «HauuoHansHble crmaHO0apmei». B criyyae rie-
becMompa (3aMeHbl) unu omMeHbl Hacmosiueao cmaHOapma coomeememayiolyee ysedomneHue bydem
onybnukosaHo & GruxallieM 8bITYCKe eXeMecsdH020 UHopMayUOHHO20 yKasamens «HauyuoHanbHbie
cmaHOapmel». Coomeemcmaytowas uHhopmauyusi, yeedomeHue U mekcmbi pasMewaomcs makxe 8 UH-
ghopmMayuoHHOU cucmeme obuez0 nosb308aHust — Ha ochuluanbHoM catime PedeparnbHo20 azeHmemea o
MeXHUYECKOMY peayrnuposaHuio U Memporsnozauu 8 cemu MiHmepHem (www.gost.ru)

© CraHgapTtuHdpopm, 2015

HacTosawuin ctaHaapT He MoXeT GbiTb NOMHOCTLIO MM YacTUYHO BOCNPOU3BEEH, TUPaXNPOBaH 1 pac-
rnpocTpaHeH B kKa4ecTse ouuManbHOro nsaaHus 6es paspelueHus degepansHoro areHTCTea No TeXHUYeCKo-
MY PEryriMpoBaHuio U MeTponorum
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BBeageHune

MexayHapoaHas opraHusaums rno craHgapTtusaummn (MCO) asnsetca BceMnpHon dpeaepaunein Haumo-
HanbHbIX opraH13aumii no ctaHgapTusaumn (kommuteToB — YneHos MCO). PaspaboTka MexayHapoaHbIX CTaH-
OaptoB  0OblMHO — ocywlecTBnsieTcs  TexHudeckumm — komutetamu  UCO.  Kaxpgpll  KOMUTET-YneH,
3aMHTEepPecoBaHHbIN B eATENLHOCTH, 41 KOTOPOW BbIN co34aH TEXHUUECKNA KOMUTET, UMeeT nNpaBo GbiTb Npea-
CTaBneHHbIM B 3TOM komuteTe. MexayHapogHble NpaBUTENbCTBEHHbIE 1 HEMPaBUTENbCTBEHHbIE OpraHn3aLuu,
nmetowme cesasn ¢ MCO, Takke NprHUMAtOT ydacTue B paboTax. YUTo kacaeTcs ctaH4apTM3aumMm B obnacti anek-
TpoTexHuku, To MCO paboTaeT B TeCHOM COTPYAHMYECTBe ¢ MexayHapoaHon 3neKTpoTEXHUYECKOW KoMMccuei
(M3K).

MpoekTbl MexayHapoaHbIX CTaHAapToB paspabaTbiBaloTCs B COOTBETCTBUM C Mpasuiamn JupekTus
NCO/M3K, YacTb 2.

OcHoBHas 3agada TEXHUYECKUX KOMUTETOB 3aKNioYaeTcsl B NOAroTOBKE MeXAyHapoAHbIX CTaHAapToB.
MpoeKkTbl MeXayHapoAHbIX CTaHOapTOB, MPUHATbIE TEXHWYECKUMU KOMUTETaMMU, PaccbinaloTcs KoMuTe-
Tam-4reHam Ha ronocosaHve. Mx onybnukoBaHmne B KayecTBe MeXAyHapoaHbIX cTaHaapToB TpebyeT onobpe-
HUS He MeHee 75 % KOMUTETOB-USIEHOB, NPUHUMAIOLWMX Y4acTUe B rofocoBaHum.

CnepyeT UMeTb B BUAY, YTO HEKOTOPbIE 3M1EMEeHTbl HacTOALEero MexayHapo4Horo ctaHgapTa MoryT
6bITb 06 BbEKTOM NaTeHTHbIX Npas. MCO He MOXeT HecTU OTBETCTBEHHOCTb 3a MaeHTUdMKauuo kakoro-nnbo
OLHOTO UNW BCEX NaTeHTHbIX Npas..

NCO 13958 6bin nogrotosneH TexHuuyeckum komutetom UCO/TC 150, UMnnaHTaThl Ansa xvpyprm,
MoakomuteTom SC 2, CepaeyHO-CcOCYAUCTbIE UMNMNAHTaTLl U AKCTpakopnopasnbHble CUCTEMBI.

HacTosilee BTOpoe n3gaHue oTMeHsIET 1 3amMeHsieT nepeoe usgaHne MCO 13958:2002, koTopoe Gbino
TEXHNYECKM NEPECMOTPEHO.

TpeboBaHMsA U Lenu, yCTaHOBMNEHHbIE AaHHLIM CTaH4apTOM, NomoraT obecneunBatb addeKkTUBHbIE
6e3onacHble paboune xapakTepUCTUKU KOHLEHTpaToB ANA remoavanusa u ConyTCTBYIOWMX MaTepuanos.
[aHHbI cTaHgapT oTpaxaeT co3HaTerbHble YCUIMUS 3anHTepecoBaHHbIX Bpaven, KINMHUYECKUX UHXEHepoB,
mMeacecTep, 06CcnyxuBaroLLEero nepcoHana npy guanuse U nauvMeHToB Ha Anannse NPy KOHCYNbTauusax ¢ Npo-
M3BOAUTENSAMN U3AENUIA 1 NPeaCTaBUTENsIMA NPaBUTENbLCTBA Mo paspaboTke cTaHAapTa Ha YpoBHE pabodmx
XapaKkTepucTuK, KoTopble MOryT BbiTb peanbHO AOCTUTHYTHI HA MOMEHT nybnukaumn. TepMuH «cornacue» B
npunoXeHun K paspaboTke AOBPOBOMLHBIX CTaHAAPTOB HA MEAULIMHCKUE U3AENUs He noapasymeBaeT euH-
CTBa MHEHWIA, a CKOpee OTpaxaeT KOMMPOMUCC, HeOBXOAUMBIN NO HEKOTOPBLIM BOMNpocaM, koraa Heobxoaumo
cornacosaTtb pasfnyHble UHTepechl.

Ha npoTskeHMn gaHHoro ctaHgapTta npuBedeHbl pekoMeHAauMu Nno UCMOoNb30BaHUIo BoAbl KayecTBa
MNCO. MoaTomy, pekomeHayeTcs npocmoTpeTb MCO 13959 coBMecTHO ¢ AaHHBIM CTaHAApTOM.

[aHHbI cTaHdapT He BKIoYaeT guanvsnpyowne pacTBopbl, KOTOPbIE NCMOMbL3YTCA AN KITUHUYECKOrO
Avanuaa nauueHTa. Auanuaupylowmii pacteop obeyxaaetcs B ICO 11663. MNpuroTosneHne ananusupyioLle-
ro pactsopa BKItoYaeT JO3NpoBaHMe KoHLeHTpaTa U BoAbl B Nanare v B LeHTparbHOMW cucTemMe A0CTaBKu
Ananusupytollero pacTtsopa. XoTsi TpeboBaHus K AMann3vpyroWmMM pacTBopam, NoMeLlaeMble Ha 3TUKETKY,
HaHOCATCS Ha ATUKETKY KOHLeHTpaTa, obecneyeHne Hagnexallero UCrnonb3oBaHus ABNSETCA OTBETCTBEHHOC-
TbIO NOMb30BaTENS.

Kpome Toro, gaHHbIl cTaHaapT He BktovaeT obopyaoBaHue ans remoauanqaa, KoTopoe paccmaTtpusa-
eTcs B HOBOM u3gaHum MO3K 60601-2-16.

naronbHble hopMBbI, UCNOMb3yeMble B 4aHHOM CTaHAapTe, COOTBETCTBYIOT onucaHHbiM B Mpunoxe-
HuM H Onpektns MCO/MBK, Hacts 2.

B pamkax gaHHoro ctaHgapTa rpammatideckas opma:

- «AOIDKEH» 03HaYyaeT, YTO COOTBETCTBMNE TPeBOBAHUIO UMM UCTIbITaHWIo 0Bs3aTeNbHO ANS COOTBETCTBUS
OaHHOMY MeXayHapoOHOMY cTaHaapTy;

- «CregyeT» 03Ha4yaeT, YTO COOTBETCTBMNE TPEBOBAHUIO UMW UCTILITAHWIO XKeNaTenbHO, HO He obsa3aTerb-
HO ANsi COOTBETCTBUA AaHHOMY MeXayHapoaHoMY CTaHaapTy;

- «MOXeT» UCToNb3yeTcs AN onucaHns onyCTUMBIX CNocoboB AOCTUXKEHUA COOTBETCTBUA TpeboBaHN-
SIM UINN UCTIBITAHUSIM.
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HAUUWOHANBbHBIAN CTAHOAPT POCCUMNCKOWNW ®EOEPALUUNMN

KOHLUEHTPATbI ANA rEMOAUATIU3A U CONYTCTBYIOLWEW TEPANUN

Concentrates for haemodialysis and related therapies

DaTta BBegeHna — 2016—03—01

1 O6nacTb NpUMeHeHunsA

HacTtosiwunin ctangapT onpeaensieT MUHMManbHble TpeboBaHUA K KOHLeHTpaTam, UCnonb3yemMbiM AnA
remogvanunsa U conyTcTBylollen Tepanun. B pamkax HacTosilero ctaHgapTa «KOHUEeHTpaTbl» — 3TO CMeCh
XUMNYECKMX 21EMEHTOB U BOAbl, UM CMECb XMMUYECKUX 3NIEMEHTOB B BUAE CYXOro MopoLuka, unu apyrue
CUINbHO KOHLEHTPUPOBaHHbIE cpeabl, KOTopble MOCTaBMSIlOTCS KOHEYHOMY MOMb30BaTeNo Ansi Npou3BoAcTBa
AnanusnpyoWnx pacTBopoB, NCNOSb3yeMbIX 4SS NPOBeAeHUs reMmoananusa 1 ConyTCTBYIOLEen Tepanun.

Hacroawuin ctaHaapT npeaHasHadvyeH Ans npoussoauTenei noaobHbIX KOHLEHTpaToB. B HEKOTOPbIX
cny4asx B cTaHgapTe BO3HMKaeT HeobxoanmMocTb 0BpaTUTLCs K Auanusvpylollemy pacTBopy, NpUroToensie-
MOMY KOHEYHbIM Morfb3oBaTerieM, YTobbl MOMOYb NPOSICHUTL TPebOBaHUSI K NPOU3BOACTBY KOHLIEHTPATOB.
MponssoanTenb KOHUEHTPATOB HEe MOXET KOHTPONMPOBaTb KOHEYHBIA AUanU3npyioWWii pacTBop, nobble
CCBISIKM Ha AManuavpyoLmin pacTBop AaHbl A MOACHEHNA, a He Kak TpeboBaHUA K NPoU3BOAUTENIO.

HacTosiwunin ctaHaapT BKNOYAET KOHUEHTpaThl, Kak B XWAKOM BuAde, Tak U B BUAE CYXOro nopoLuka.

HacToawumin ctaHaapT BKtovaeT 4obaBku, HasbiBaeMble NpUcaaKy, KoTopele NpeacTaBnaT cobon xu-
MUYECKMEe BelLecTBa, KOTOpble MOryT 6biTk 406aBNEHbI K KOHLEHTPATY AN YBENUYEHUSA KOHLEHTpaLMN OQHOTro
1nnu 6onee MMELOLMXCA UOHOB B KOHLEHTpaTe U, crieaoBaTefnbHO, B KOHEYHOM AUanusnpylollemM pacTeope.

B HacToswem cTaHAapTe NpuBeaeHbl TpeboBaHUs kK 060pyAOBaHUIO, UCMONb3YEMOMY ANl CMELUMBAHWUA
KWCMOTHOro 1 6MkapBGoHaTHOrO NOpoLLKa B KOHUEHTpaTe B neuebHOM yupexaeHWn nonb3osaTtensl.

M3 obnactn npuUMeHeHNs1 HacTosIlero ctaHgapTa UCKYAaloTCA KOHLUEHTpaTbl, MPUrOTOBIIEHHbIE U3
npeaBapuUTenbHO YNakoBaHHbLIX COMen 1 BoAbl B AUANN3HBIX OTAENEHUNAX ANl UCNONb30BaHNUS B OTAENEHUM.
XOoTs 3aecb NOABMSATCA CCLIMKA HA ANANU3UPYIOLLMIA pacTBOp.

HacTosimia ctaHaapT He kacaeTcst Auanuanpylowmnx pacTBOpoB, NPOUM3BOOUMbBIX KOHEYHBLIM MOMb30Ba-
Tenem. Uckntoyalotca M3 o6nactu npuMeHeHusl AaHHOro HacTosllero ctaHgapTa TpeboBaHus K 4acToTe KOH-
TpONs 4UCTOTHI BOAbLI, WCMOMb3yeMOW Ansi NPOW3BOACTBA AUAnNU3UpYIOLLEro pacTBopa AuanusHbiM
oTaeneHveM. PekomeHaaumm no KOHTPOSO KayecTsa Boabl cogepxartcsa 8 UCO 23500.

Hactosiymin ctaHaapT He kacaeTcsl YNakoBKU ANSA CTEPUIbHOrO ANanvMsnpyowero pacteopa unm cop-
6eHTOB cUCTEMbI pereHepaLmn AManusnpyroLLero pacTeopa, B KOTOPOI PereHepupyIoT U LMPKYNNPYIOT Manble
06beMbI AnanuanpyloLlero pactesopa.

2 HopmatuBHbIe CCbINIKU

Ccbinka Ha criefytolme AoKyMeHTbl obsizaTernbHa Npy UCToNb30BaHUW AaHHOTO AOKYMeHTa. [1ns cCbinok
NPUMEHSIIOTCS TOMBLKO YKa3aHHOEe Mo TeKCTY u3aaHue. [insi ccbinok HeobxoanMmo UCNonb3oBaTb caMoe nocnea-
Hee U3gaHne HOPMaTUBHOIO CCbINIOYHOrO AOKYMeHTa (BKoyasi Nniobble smeHeHUs).

NUCO 11663 KauectBOo Auanuaupylowero pacrtsopa AN remoguvanuaa v COnyTCTBYOLIe Tepanuu
(ISO 11663, Quality of dialysis fluid for haemodialysis and related therapies)

U3panune opmumnansHoe
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NCO 13959 Bopa ans remoguanusa v conytcteytowen tepanum (ISO 13959, Water for haemodialysis
and related therapies)

M3K 60601-1 MeanumHckoe anekTtpoobopyaosaHue. HYacTte 1. O6wme TpeboBaHUa kK ocHoBam 6e3o-
NacHOCTU M OCHOBHbLIM pabouum xapakrepuctukam (IEC 60601-1, Medical electrical equipment — Part 1:
General requirements for basic safety and essential performance)

M3K61010-1 TpeboBaHusa 6e30MacHOCTU 3NEKTpUIECKoro 060pyaoBaHUA ANA U3MEPEHUs], KOHTPONS U
nabopatopHoro mcnonb3oBaHus. Yactb 1. Obwme Tpeboanus (IEC 61010-1, Safety requirements for
electrical equipment for measurement, control and laboratory use — Part 1: General requirements)

3 TepmuHbI M onpefneneHus

B HacTosiLem ctaHaapTe NpUMeHeHbl TEPMUHBI C COOTBETCTBYIOLLMMUA OnpeaerneHUsiMA:

3.1 aueTaTHbIN KOHLEHTpAT (acetate concentrate): Cmechb conei, cofepxallas auerar, koTopasi npu
pasBefeHUN BoAOW Ans Avanusa obpasyeT cBobOAHLIA OT Bukap6oHaTOR AUanNU3vMpyoLLUA pacTBOp Ans Uc-
nonb30BaHUs Npu avanuse.

MpumevyaHnnsa

1 AueTaTHblV KOHUEHTPaT MOXEeT coaepKaTb ITIoKO3y.

2 Auertart Hatpusi ucrnonb3yetcs ans obecneyeHus 6ydepa Bmecto 6ukapboHaTa HaTpusi.
3 AueTtaTHbI KOHLIEHTPAaT MCMNONb3YyeTCs KaK yHUULMPOBAHHBIN KOHLIEHTPAT.

3.2 KMcnoTHBLIN KOHUeHTpaT A-KoHLUeHTpaT (acid concentrate A-concentrate): MoagknucneHHas KoH-
LeHTpUpoBaHHasi cCMecb Coslel, KoTopasi Npy pa3BefeHUn BOAOW Ans Ananusa ¢ bukapboHaTHBIM KOHLEeHTpa-
TOM 06pasyoT AUanmUsUPYIOLLIMIA pacTBOP AN UCNOML3OBaHUA NpU Avanuse.

MpumevaHnwns

1 TepMWH «KUCNOTHBINA» OTHOCUTCS K HEBOMBLLIOMY KONMYECTBY KNCINOTbI (OBLIMHO YKCYCHOW KUCNOTbI), BKIIOYEHHOW
B KOHLieHTpar.

2 KncnoTHbIM KOHLIEHTPAT MOXET coaepXaTb ITI0K03Y.

3 KWcnoTHbIN KOHUEHTPaT MOXeT 6biTb B BUAE XMAKOCTU, CYXOro nopowka nnm kombuHauum obenx opm.

3.3 pob6aBka npucapka (additive spike): Hebonbluoe KONMMYECTBO OTAENBLHOMO XMMUYECKOTO Bellec-
TBa, KOTOpOE Npu AobaBnNeHUn B KOHLEHTPAT YBENUYUMBAET KOHLIEHTPaLMIO OTAENbHOIO UMEIOLLErocst XuMu-
YecKoro BeLlecTBa Ha 3HaYeHne, MapKUpoBaHHOE Ha ynakoBke 4o6aBKu.

3.4 nakeTHasi cuctema (batch system): Annapatypa, B KOTOpOI AnanuMsnpyoLnii pacTBOp rOTOBUTCS B
KpynHoi Tape 60MblLIMMKU NapTUaAMK Nepes KaxkAon nNpoLeypoil Avanusa.

3.5 6ukap6oHaTHbIN KOHUEHTpaT B-koHueHTpaT (bicarbonate concentrate B-concentrate): KoHueH-
TPUPOBaHHbIN BrkapboHaT HaTpusl, KOTOPBIN MpKU pasBefeHUM BOOOW ANS Auanusa ¢ KUCMOTHBIM KOHLUEHTpa-
ToM 0bpasyeT AManunsvpyroLLniA pacTBOp Afst UCTIONMb30BaHUs Npy guanuse.

MpumevaHnwns

1 BukapboHaT HaTpusi TaKxe U3BECTEH Kak rMapokapboHaT HaTpus.

2 HekoTtopeble 6ukapboHaTHbIE KOHLEHTPaTbl MOMYT TakkKe codepXaTb Xropuz, HaTpus.

3 BukapboHaTHbIN KOHLEHTPAT MOXET ObITb B BUAE XMAKOCTU UM CyXOro MOPOLLKA.

4 Cyxon bukapboHaT HaTpus 6e3 gobaeneHus xnopuaa HaTpys Takke UCMNOoNb3yeTcs B reHepaTopax KoHUeHTpaTa
Ons NPOV3BOACTBA HACbILLEHHOro pacTBopa GukapboHaTa HaTpus, UCNoNb3yeMoro Auanu3HbiM1 annaparamv ans npuro-
TOBINEHVIS1 AManv3npyoLwero pacteopa.

3.6 6ukap6oHaTHbIN ananusupylowmin pactBop (bicarbonate dialysis fluid): Ouanusupytowmin pac-
TBOpP, cogepxalyuii onsmonorndeckne nnu 6onee BbiCOKUe KOHLEHTpaLuM Gukap6oHarTa.

MpwnmeyaHune— bukapboHaTHbIN AnanuavnpyoLWwmn pacTeop 06bIMHO NPOM3BOAUTCA U3 ABYX KOHLIEHTPATOB:
0opHoro, cogepxalero GukapboHaT, u gpyroro, cogepallero KUCnoTy v Apyrie sneKkTponuTsl, cMm. 3.2, 3.5.

3.7 pocTtaBka kpynHou Tapow (bulk delivery): JocTaBka KoHTeNHepoB Gonblioro o6beMa ¢ KOHLeH-
TpaTaMu B AMannsHoe oTaeneHune.

MpvmedyaHune—[ocTaBka KpyNnHON Tapoy BKMOYAeT Takue KOHTeNHepbl, Kak 6aku, koTopble MOryT BbiTb No-
CTaBneHbl B HakonuTenu, o6cnyxveBaemMble Anann3HsiM oTAeneHneM. AnbTepHaTMBHO 6akv MOTyT GbITb OCTaBIEHbI B LIEH-
Tpe ¥ NCNONb30BaTLCH A5 3aNONIHEHMSA KOHTEMHEPOB ANsl MEPEHOCa, B KOTOPbIX KOHLUEHTPAT NEPEeHOCUTCA K MallMHam
ans gauanuaa. [locraeBka KpyrnHov Tapor MOXeT Takke BKovaTh 6oMblIne KOHTEWHEPb! ANsi NOAKIOUYEHUS K LLeHTParnbHON
cUCTEME NOCTaBKM KOHLUEeHTpara.

2
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3.8 HakonuTenu AnAa xpaHeHuA (bulk storage tank): Bonblume HakonUTeNu B y4pexaeHun nonb3osa-
Tensi Ans XpaHeHus BoAbl 451 AMannsa v KOHLEHTPaToB, A0CTaBAsAEMbIX KPYNHOW TApoR, Uiv A1 KOHLEHTpa-
TOB, MPUrOTOBIEHHBIX B KPYMHOW Tape B yYpexaeHnM nons3osaTens 13 nopoLuxka 1 Bogbl And Avanusa.

3.9 ueHTpanbHasa cucTeMa KOHUeHTpaTopoB (central concentrate system): Cuctema, koTopasi roto-
BUT WA XPaHUT KOHLLEHTPaTbI B LleHTpasibHOM ToYKe A nocreayoLwero pacnpeaeneHus B TOUKU UCNONb30-
BaHWs.

3.10 reHepaTtop KoHUeHTpata (concentrate generator): Cucrtema, npyu KOTOPOW KOHLEHTpaT A40CTaB/sA-
eTcs Nonb30oBaTe o B BUAE NOPOLLKA B KOHTEHepe, Noaxodsiiem A4Sl NoACOeAUHEHNA K ANann3HON yCTaHOB-
Ke, KkoTopas npegnonaraeTcs ANs WCMOMb30BaHWA, W rae 3aTeM MNpoucxoauT npeobpasoBaHne B
KOHLIeHTP1POBAHHBIN pacTBop.

MpwnmMeyaHu e — PacTBop, NPOM3BEAEHHbIN FEHEPaTOPOM KOHLEHTpaTa, UCMONb3yeTcs MaWnHON ANa avanu-
3a A5 NONYyYeHUA KOHEYHOro AUanvaupyoLero pacTeopa, noaaBaeMoro B Manuaarop.

3.11 KOHUeHTpupoBaHHas cMechb (concentrate mixer): Cmech ANs NOAroTOBKU KOHUEHTpaTa Ana Agva-
nvsa unv ananusvpytoLlero pacteopa B oTAeNieHUn ananuaa.

3.12 aunanusupyrowuin pacteop (dialysis fluid): >KuakocTs Ha BogHOM OCHOBe, cofepXKallasn 3neKTpo-
nnTel U 0BbIYHO Bydbep 1 rMKosy, NpeaHasHayeHHas Ans obMeHa pacTBOPEHHbIX BELECTB C KPOBbLIO NpU re-
mMoananuse.

MpumevaHwns

1 TepMWH «aUanvavpyoLwmii pacTBop» UCMONb3yeTCs HA NPOTSHXKEHUN JAHHOTO AOKYMEHTA B 3HAYEHWUU KNAKOCTH,
NPUroTOBNEHHOW U3 BOAb! ANs Ananuaa 1 KOHLEeHTpaToB, OCTaBISIEMON B nanu3aTop Yepes cuctemy AOCTaBKU ananu-
3VpyloLLero pacteopa. B aHaveHun guanusupylowero pactBopa MOryT UCNoNb30BaTbCs Takme dpasbl Kak «auanuaary,
«PacTBOp ANA Avanuaa» Unv «auanuanpyroLas XuakocTby.

2 [vanuaupyomin pacTBop, BBOAVMbIN B AMANU3aTop, CHUTAETCS «CBEXUM AUANTU3NPYIOLLMM PaCTBOPOMY, a Xui-
KOCTb, BbIBOAUMAS U3 Ananv3aTopa, CHUTAeTCs «UCMONb30BaHHbIM AUanmn3npyowmm pacTBOPOM».

3 Ovanvavpyrowmii pacTBOp He BKIOYaeT NpeaBapuTENbHO YNAKoOBaHHbIE NapeHTeparnbHbIe XUAKOCTH, UCMONb3Y-
eMble NPV HEKOTOPbLIX BUAaxX 3aMecTMTeNbHOV Tepanum yHKLUM MoYeK, Takux Kak remognadunbTpauusi U reMopunbTpa-
LS.

3.13 cuctema gocTaBku Ananusupyrollero pacteopa (dialysis fluid delivery system): YctpoincTso,
KoTopoe:

- FOTOBWT AMAnM3NpyroLLMiA pacTBOP U3 BOAbI ANs ANann3a U KOHLIEHTPaToB B PeXUMe peanbHoro Bpe-
MEHW UM XpaHUT 1 pacnpedensieT npeasapuTenbHO CMELWaHHbIA ANanusnpyioLLmin pacTeop;

- obecneunsaeT LMPKYNALMIO AMannsnpyoLero pacTeopa Yyepes AvanusaTop;

- KOHTPONMpYEeT TeMnepaTypy, MPOBOAMMOCTb (U SKBMBAIEHT), AaBNeHWEe 1 MOTOK AManu3upyoLwwero
pacTBopa N YTEYKN KPOBU;

- NPenaTCcTBYeT ANanusy B pexumax Ae3nHdeKLM Ui YucTku

MpumevyaHuns

1 TepMuH BKIIOYaET pe3epByapbl, KaHarnbl, 403aTOPbl XUAKOCTU AN AUanu3a, a Takke MOHUTOPbI U aBapuhHbIe
cuUrHanu3aumm, ¥ KOHTPONMpYHLWMe YCTPONCTBA, COOpaHHbIe Kak cUcTeMa Ansi uernen, NnepeuncrieHHbIX Bhilue.

2 CwucTema AOCTaBKM ANanu3vpyoLwwero pacTBopa MoxeT BbiTb BCTPOEHHOW YacTbiO AMsi OTAENbHOro NauueHTa unm
LEeHTpanmn3oBaHHOW CUCTEMOW MPUIOTOBIEHUS], KOTOPasi MMTAeT MHOXECTBO CUCTEM MPUKPOBATHOIO KOHTPOIS.

3 Cucrtema QoCTaBky Ananmanpyowero pactTBopa Takke N3BECTHA Kak CMCTeMa A03NPOBAHUA U CUCTEMA NOCTaBKN
Ananuanpyowero pactsopa.

3.14 Bopa pna guanu3sa (dialysis water): Bopaa, koTopas 6bina obpaboTaHa, YTo6bl COOTBETCTBOBaTL
TpeboaHuaAM NCO 13959 n koTopas nogxoauT ANs UCNONb30BaHUA NP reMmoananvae, BKoyas npuroTose-
HWe OManuanpyIoLLero pacTeopa, NoBTOPHY 06paboTKy AManuMsatopa, NpUroToBMNEeHNe KOHLEHTPaToB U Npu-
roToBMeHne 3ameLlaroLLelt XXMAKOCTA Asi KOHBEKLMOHHOM Tepanun B pexxume peanbHOro BpemMeHu.

3.15 aHpoToKcUHbI (endotoxin): OCHOBHON KOMMOHEHT BHELUHEN CTEHKN KNeTOK rpamMoTpuLiaTeribHbIX
GakTepuid.

MprvMmeyaHune— IHAOTOKCUHBI — 3TO NMMNONONMcaxapuapl, KOTOpble COCTOAT M3 LienoYeK nonmcaxapugos,
KOBaIEHTHO CBA3AHHbIX C NMnugamu A. QHAOTOKCUHBI MOTYT Pe3KO aKTUBUPOBATh Kak r'yMoparbHbI, Tak U KNeTOYHbIA UM-
MYHWUTET, 4YTO NPUBOAUT K CUHAPOMY, XapaKTepr3ytoLweMyCcs IMXOPaaKom, APOXKbI0, 03HOGOM, TMNOTEH3NeN, NoNMopraHHo
HeAoCTaTOUMHOCTbIC U AaXe CMepThio, eCIN AOMNYCTUTL UX NPOHVKHOBEHKE B CUCTEMY KPOBOOBPALLEHWS B JOCTATOYHOM KO-
nnyecTBe.
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3.16 eauMHUUBLI 3HAOTOKCUHOB (endotoxin units EU): EauMHuUubl, onpeaeneHHble NpyU UCNbITaHUK C UC-
nonb3oBaHneM nusata ame6ouuTta Limulus (Limulus amoebocyte lysate, LAL) Ha SHAOTOKCUHBI.

MpumevwaHwns

1 AKTMBHOCTb 3HAOTOKCMHOB 3aBUCUT OT GaKkTepui, N3 KOTOPbIX OHW MOMyYeHbl, UX aKTMBHOCTb COOTHOCUTCA CO
CTaHOapTHbIM 3HAQOTOKCUHOM.

2 B HekoTopbiX cTpaHax KOHLEHTpaLuun SHOOTOKCUHOB BbIPAXaloTCH B MEXAYHapoaHbIX eauHuuax (international
units, IU). C 1983 r., korga 6bina rapmoHu3upoBaHa oueHka 3HAoTokeuHoB, EU n IU akeuBaneHTbl.

3.17 remoguanus (haemodialysis): ®opma 3aMecTUTENbHON Tepanun OyHKLUN NoYvek, NPU KOTOPOMn
HeHyXHble pacTBOPeHHbIe BelllecTBa yAasnstoTcsi B OCHOBHOM 3a cuyeT Auddy3umn u3 KpoBeHOCHOro NoToKa ¢
OfHOW CTOPOHBLI MEMBPaHbI B MOTOK ANanusnpytoLLero pactsopa ¢ APYro CTOPOHLI.

MpuMeyaHune— YganeHue XnakocTy, AOCTaTOMHOE AN nonyveHus Tpebyemoli notepun Beca, AocTuraeTcsi
npy NMOMOLLY YCTAHOBMEHWUA rpagueHTa rMapocTaTieckoro AaBrneHus yepes membpany. [laHHoe yaaneHue Xuakoctv
obecneumBaeT HEKOTOPOE AOMNOMHNTENBHOE YAaneHWe HEeHYXXHbIX PaCTBOPEHHBIX BELLECTB, B HACTHOCTU BbICOKOMONEKY-
NAPHBIX PACTBOPEHHbIX BEeLecTB.

3.18 ucnbiTaHMe ¢ uUcnonb3oBaHUeM nusata ame6ouura Limulus LAL ucnbitanue (Limulus
amoebocyte lysate test LAL test): Mpo6a, ncnonbsyemas ans onpegeneHust 3HA0TOKCUHOB.

MpwnmedaHune— MeTog onpeaeneHusi, NCNONb3YOLWMIA XMMUYeCKuii oTBeT MevexeocTa (Limulus polyphemus)
Ha SHOOTOKCUHBI.

3.19 npousBogutens (manufacturer): OpraHusauus, paspabarbisatollas, NPoOU3BoAALLan, MOHTUPY-
toLlasi, cobupatoLlas, n3roTosnsowas Ui obpabdaTbiBalowas KoHeYHoe nusaenue.

MpumeyaHue—pons3BoanTENN BKIIOHAIOT, HO HE OFPAHNYMBAETCS, TEX, KTO BbINOMHSAET PyHKUMN CTEpUUu-
3aLMmM No KOHTPAKTY, YCTAHOBKM, MOBTOPHOIO 3TUKETUPOBaHWS, NOBTOPHOIO NPOM3BOACTBA, NOBTOPHOI YNAKOBKN UNW pas-
paboTku cneundmKaLmum, a Takke HauanbHbIX AUCTPUGLIOTOPOB UHOCTPAHHBLIX OPraHN3aLUMIA, BLINOMHSIIOWMX 3TN (DYHKLMUK.
TepMyH He BKITloYaeT NPUroTOBMEHUE KOHLEHTPATOBR M3 NPeABapUTENbHO YNaKOBaHHbLIX CYXMX XMMUYECKUX 3NEMEHTOB B
AVanuaHbiX OTAENEeHUsIX Unu obpaLLeHne ¢ KOHUEeHTpaTamu B KpYNHON Tape B ANArn3HbiX OTAENIeHUsIX NOCne Toro, Kak oT-
BETCTBEHHOCTb 3a KOHLeHTpaThl 6bina nepegaHa oT NPoM3BOAUTENS MONb30BaTenNio.

3.20 cuctema posupoBaHus (proportioning system): YcTaHoBka, koTopasa o3upyeT Boay Ans Avanu-
3a U KOHLeHTpaThl ANs remoanannsa ans npuroToBeHUA AManuanpytowiero pacteopa.

3.21 nonb3oBatenb (user): Bpay unu npegcTaButens Bpaya, OTBETCTBEHHBIN 3a KOPPEKTHOE NPouns-
BOACTBO 1 06CnyXuBaHne AnanusnpyoLlero pacTeopa.

MpumedyaHue—[aHHbI MeXAYHAPOAHLIN CTAHAAPT HA MEAUUMHCKME M3AEeNUsl HanNpPaBneH B NEPBYIO O4e-
peab Ha Npov3BoauTenen n3genuin, u B aHHOM KOHTEKCTE «Monb3oBaTenb» onpeaensieTcs, Kak ONMCaHo Bbilwe.

4 TpeGoBaHus

4.1 KoHueHTpaTbl

4.1.1 dusnyeckoe cocTosiHue

KoHUeHTpaTbl Ana remognanusa MoryT NOCTaBMSATLCA B CyXOW UK Xunakon dopme. Ynakoska MoxeT
6bITb AN HENOCPeACTBEHHOMO UCMONb30BaHUA C OTAENBHBIM AUANU3HEIM annapaToM UNu Ana NcnofbL3osa-
HWA B CUCTEMAX, NUTAIOLMX CAOXKHbBIE MALIWHLI ANst Ananusa (MICNoMb3oBaHWe C KPYNHOW Tapoi).

4.1.2 PacTBOpbl KOHLEHTpaToOB

4.1.2.1 Kuakue pacTtBopbl KOHUEHTpaTOB

Bce anekTponnThl, ykasaHHble Ha 3TUKeTKe, AOMKHbLI NPUCYTCTBOBATL B Npeaenax + 5 % oT ycTaHOBMNEeH-
HOW KoHUeHTpauun nnn £0,1 MOKkB/N (BblpaXKeHHbIe Kak KOHUEHTPaLUn Ananuanpytowlero pactsopa), B 3aBu-
CUMOCTU OT TOro, 4TO Gonblue, 3a UCKIIOYEHNEeM HaTpusi, KOTOPbIA AOMMKEH NPUCYTCTBOBAaTb B nMpeaenax
12,5 % OT KOHUEHTpauuu, 3aaBnNeHHON Ha aTukeTKe. [Mioko3a AoKHa NPUCYTCTBOBaTL B Npedenax =5 % ot
KOHLEHTpauuu, 3aaBneHHON Ha aTukeTke, unn £ 0,05 r/n (npy nsamepeHun B AnanusnpytoemM pacTesope, pas-
Bei€HHOM COOTBETCTBYIOWMM 06pasom), B 3aBUCUMOCTU OT TOFo, UTO Bonblue.

Ecnu koHUeHTpaTbl BKNYAOT HETPaaULMOHHBIE COCTaBAAIOLWME, Takne Kak aHTUOKCUAAHTLI U coeauHe-
HWA Xenesa, 3TN COCTaBNAILME AOMMKHBI NPUCYTCTBOBATL B HOMUHAMNBHBIX KOHUEHTPaUUAX ¢ 4onyckom £ 5 %.

BONbWWHCTBO KOHLEHTPATOB NPOU3BOAUTCA CO cTaHAAPTHLIMU TPAAULMOHHBIMU XMMUYECKUMN BeLlec-
TBaMU, TakMMU KaK XNopua HaTpUA, XNopua kanus, Xnopua MarHus, Xnopua kanbuus, yKCyCcHaa KUcnoTa, riko-
3a 1 T. 4. Ha pbiHKe AOCTYNHBLI HOBLIE KOHLEHTPaThI, B KOTOPbIX HEKOTOPbIE XUMUYECKUE BELLeCTBa 3aMeHEHbI
Apyrumn; HanpumMep, YKCYyCHaa KUCNoTa 3aMeHAeTCs IMMOHHON KucnoTon. Ecnu 3To npoucxoauT, aTukeTka aon-
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)KHa 3TO YeTKO oTpaXkaTb, a 3aMellalolne XUMUYeckne BellecTsa AOMKHbLI NPUCYTCTBOBATb B HOMUHAMLHbLIX
KOHLLEHTpaLMsX ¢ 4oMYCKkoM = 5 %.

4.1.2.2 PacTBOpbl KOHLEHTPaTOB Ha OCHOBE MopoLuKa

Ecnu koHUEHTpAaT NakyeTcs B CyXoi hopme Un Kak KoMBMHaLMs Cyxoi 1 >Kuakoin chopM U cMeLunBaeTca
B COOTBETCTBMM C UHCTPYKLMEN NO 3KcnyaTauni NponsBoauTensi, KOHEYHbIA KOHLEHTpaT AOSKEH COOTBET-
cTBoBaTh TpeboBaHusim 4.1.2.1.

4.1.3 Bopa

KayecTBo BoAbI, UCMIOMb3yeMON A5 NPOU3BOACTBA KOHLEHTpaTa, A0MKHO cooTBeTCTBOBaTL NCO 13959.

4.1.4 Baktepuonorusi KOHLEeHTpaToB

4.1.4.1 Baktepuonorns bukapboHaTHbIX KOHLEHTPaToB

KoHLeHTpaT, coaepxallmin bukapboHaT, nocTaBnsieMblll B BUAE XNAKOCTU, AOMMKEH ObiTb B U30NUPOBaH-
HOM KOHTEWHepe 1 NpPoU3BOAUTLCSA MPOLIECCOM, BannaMpoBaHHBIM Kak NPoU3BOASLLMIA AUanusnpyowmin pac-
TBOP, COOTBETCTBYHOLLMIA MUKpobroriormdeckum TpebosaHusam MCO 11663, npu Ucnonb3oBaHUu B COOTBETCTBUN
C MHCTpyKUMsiMu npounssoguTens. MNopoluok 6ukapboHaTta, npegHaszHa4YeHHbln 4518 NoAroToBKM KOHUeHTpaTa B
ONannsHoM oTAeneHun, AOoMKeH AaBaTb BO3MOXHOCTb MPOM3BOACTBA AUanmn3npyrolero pacrsopa, CooTBeT-
cTByloLLEero Mukpobuonormieckum TpebosaHnam MCO 11663, npyn MCNOMb3oBaHUU B COOTBETCTBUM C UHCTPYK-
LUMAMK NPON3BOAUTENS.

4.1.4.2 BakTepnonorns KNCIIOTHBIX KOHLEHTPaToB

HeT ony6nunkoBaHHbIX 4aHHbIX, UTO KUCOTOCoAep Kallue KoHUEeHTpaThl NoAnepXXuBatoT pocT bakrepui,
1 MO 3TON NPUYMHE HET HeoBXOAMMOCTU UCMLITEIBATL KUCIIOTOCOAEpXKaLUMe KOHLEeHTpaThl Ha pocT DakTepui.

4.1.5 YpOBHM 3HAOTOKCUHOB

KoHueHTpaT gormkeH 6bITb NpoM3BedeH U ynakoBaH, UCMOsb3ys NpoLece, YTBepKAEHHbIA Ans Npous3Bo-
CTBa AnanunsnpyoLLero pactesopa, CooTBeTCTBYoLWero TpeboBaHuAM K aHaoTokcuHam no MCO 11663 nnu npu-
MEHUMEIM chapMakonesM, Npu UCToNb30BaHUN B COOTBETCTBUM C UHCTPYKLMEN NPOU3BOAUTENS.

4.1.6 O6beM 3anonHeHun

MpeBklWeHne 0bbema 3anofHEHU KOHTEMHEPOB AT XXUAKOCTU UMW NMOPOoLLKA, UCMOSb3yEMbIX C NakeT-
HOW cucTemMon ANnst yHUbuumMpoBaHHONM Npoueaypbl Avanuaa, A0rKHO ObiTh B Npeaenax 2 % oT obbema, 3aaB-
NEHHOro Ha 3TUKeTKe. [na HenakeTHOrO MCMNONb3OBaHUSA 06beM 3anofiHeHWs AofmkeH 6biTb > 100 % ot
yCTaHOBIeHHOro o6bema.

4.1.7 KayecTBO XUMUYECKUX INIEMEHTOB

Bce xumMuyeckme aneMeHTbl 40IPKHbI COOTBETCTBOBATb TPEOOBaHUAM NPUMEHUMBIX hapMaKkonei, BKITo-
yasi MIPMMEHUMbIE YacTU OCHOBHBIX YBEIOMITEHWUIA U OCHOBHBIX TpeboBaHWiA K ucrbiTaHusM U npobam. Ecniv Bce
Apyrue TpeboBaHust BbINOSHEHbI, 0603HaYeHHbIe Npeaesbl Anst HaTpUs, Kanus, KanbLuusi, MarHust u/unn pH mo-
ryT 6bITb NPEBbLILWIEHbI, NPU Hagnexalyen nonpaeke, No Heo6xoAUMOCTH, Ha HanU4Me AaHHbIX MOHOB B KOHEY-
HoM cocTaBe. Takke nobble TpeboBaHUA hapMakonen K XMMUYECKUM 3rIieMeHTaM, 3asiBIIEHHbIM Ha 3TUKETKe
07181 UCNONb30BaHUS NpYM remoauannie, MOryT He BbIMOMHATLCS, €CnvM Npou3BoAUTENb MPOBOAUT CBOE
cobcTBEHHOE UCTbITAaHUE Ha COOTBETCTBUE TpeboBaHUAM NpUMMeHNMOoN hapmMakonen.

4.1.8 Yactuupbl

YKugkue koHueHTpaTthl Anst AManusa OOKHbI (hunbTpoBaThesl Yepes (UnbTp YacTul, ¢ HOMUHAIIOM
1 MKM unu meHbLLe. cnonb3ayemblil ounbTp YacTul, A0PKeH UMeTb MembBpaHy, He BbICBOBOXAAloLLYI0 BOJOK-
Ha, KOTopasi He COAePXUT MaTepuanos, KOTOPbIE U3BECTHLI Kak CMOCODHbIE HAaHECTU Bpe YerioBeKy.

4.1.9 [o6aBku — «npucagku»

Ecnu noctaensiiotcs 4o6aBKW, TO UX KOHLEHTpauusi, NPy NpaBuUibHOM pa3BeaeHnA BOAOW UMM KOHLIEH-
TpaToMm, He A0SPKHa UMeTb NpeBbIWaTh 3HavyeHue B npegenax +5 % no Becy oT 3Ha4YeHWA, 3asBNIEHHOMO Ha 3TU-
KeTke.

4.1.10 KoHTeWHepbl

KoHTeiHepbl, BKMoYasi repMeTUdHbIe, HE AOMKHBI XUMUYECKU Nnn ousndeckn B3anmMoaencTsoBaTth € Co-
AepPXXUMbIM TaK, YTODbI MBMEHATb KOHLLEHTPaLMIo, YUCTOTY UMW Ka4eCcTBO KOHLEHTpaToB Npu obpaboTke, xpa-
HeHUM n TpaHcnopTupoBke. KoHTelHepbl AOMKHbI MMETb 3anopHble 3feMeHTbl, NpegoTBpaljaroLne
3arpsAsHeHne Unu NoTeplo coaepkKMmoro. Kaxabit KOHTEAHEP AOMMKEH MapKUPOBaTLCA, YTOObI ObIf10 NokasaHo
ero cogepxumoe. OanH us cnocobos 0ToBpaxeHUa CoOAePKUMOro — 3TO UCMOMNb3OBaHNE COOTBETCTBYHOLErO
CUMBONA, NPUBEAEHHbIX B Tabnuue 2.

4.1.11 KoHueHTpaTbl, AOCTaBNAEMble KPYNHON Tapon

Ecnn koHUeHTpaTbl 4OCTaBnsOTCA B KPYMHOW Tape, OTBETCTBEHHOCTL 3a obecneveHne CooTBETCTBUS
AaHHOMY MeXAyHapOoAHOMY CTaHAapTy NepexoaunT oT NPOU3BOAUTENS K NOMbL3OBATENI0 B OPUAUYECKON TOYKE
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nepegaun rpysa. Kak Tonbko KOHLeHTpaT nepedaH oT NpouM3BOAUTENSs MONb3oBaTento, Nofb3osaTesb 0TBeT-
CTBEHEH 3a rnogaepXaHue npoaykra B NpUrogHoM COCTOSIHUM ¢ COOTBETCTBYIOLMMUM npoLlegypamn no aTuke-
TUPOBAHMWIO U NOAAEPKAHUIO HEN3MEHHOCTN.

4.1.12 leHepaTopbl KOHLEHTpaTa

CncTeMbl reHepaTopoB KOHLIeHTpaTa BKIoYaloT CUCTEMbI, KOTOPbIE CMELLNBAKOT MOPOLLIOK UK NOPOLLOK
1 CUNbHO KOHLEHTPUPOBAHHYIO XKUAKOCTb C NOMyYeHNeM KOHLIeHTpaTa, 06pasys BA3KWA MW XXUAKWIA pacTBOp B
KOHTeHepe, npeaHasHavyeHHOM Ans paboTel ¢ onpegeneHHbIMK MallMHaMmu ans ananusa. CmeluvsaHue co-
BEpLUAETCsl aBTOMaTUYECKON AMHAMUYECKON A03UPYIOLLen CUCTEMON B Npeaenax cMcTembl 4OCTaBKA agvanu-
3upylollero pactsopa. 3TW KOHUEeHTpaTbl AOCTaBMnsAlTCs Monb3oBaTenio B Buae Mopollka WM CUMbHO
KOHLEHTPUPOBAHHOM XXNOKOCTU B KOHTENHepax, pazpaboTaHHbIX 4 onpeAeneHHbIX MaLluvH, npoussoguterns
reHepaTopPOB KOHLEHTpaTa oTBeTCTBeHEH 3a obecrneyeHune Toro, 4To:

- BCe NpUMeHMMble pasfenbl JaHHOro AOKYMeHTa, kacatolmecs nopolLuka, cobniogatotcs;

- KOHTeHep hyHKLMOHNPYET ¢ MallHaMu1, Kak ornpeaesieHo NPoU3BoAUTENSIMA MaLUWH;

- HepasBeaeHHbI NMOPOLLIOK 3allMLIeH OT NonagaHnsi B NOTOK AManu3vupyioLLiero pactsopa.

4.2 MpoussoacTBeHHOe o6opyaoBaHue

ToBble MaTepuanbl KOMMOHEHTOB MPOU3BOACTBEHHOro 06opyaoBaHua (Hanpumep, TPYBGONPOBOAHLIX
CUCTEM, CUCTEM XpaHeHUs 1 pacrpefeneHuns), KOTopble MOTyT KOHTaKTUPOBaTh C KOHEUHLIM KOHLIEHTpaToM
nnu NioBbIMK KOMMOHEHTaMM KOHLIEHTpaTa, He AOSHKHbI (PU3NYEecKA UM XUMUYECKA B3aMMoOencTBoBaThb ¢
MPOAYKTOM TaK, YTOBkI CyLLECTBEHHO MEHATbL KOHLEHTPAaLIMIO, YACTOTY UIN KaYecTBO KOHLeHTpaTa, ocTaBrse-
Moro nonb3sosatento. MpuMepbl MaTepuanos, KOTopble He crielyeT UCTob30BaTh B NPOM3BOACTBEHHOM 060-
Py4OBaHWM, BKMOYAIOT Melb, NaTyHb, LMHK, OLUMHKOBAHHbIE MaTepuasibl U antoMUHUIA.

4.3 CucrteMbl AnNA cMelLUBaHUA KOHUeHTpaTa B oTAeNeHUuUn ananusa

4.3.1 O6wue nonoxeHus

Cnepyrowine TpeboBaHNs NPUMEHAIOTCA K TaKMM CUCTeMaM, Kak LieHTpanbHas cuctema KOHLEeHTpaToB,
ncnonb3yemas Ans NPUMroToBAEHUs KUCnoTocoaepalluero unv 6ukapboHaTHOro KOHLIEHTpaToB Ha OCHOBE
BOAbI ANl Ananu1aa 1 NopoLLKa UM Apyrnx cubHO KOHUEHTPUPOBaHHLIX cpel B oTAeNeHun ananusa.

4.3.2 CoBMeCTUMOCTb MaTepuanoB

Matepunanbl nobbIX KOMMOHEHTOB YCTPOUCTB/CUCTEM, CMELLUMBAIOLUNX KOHLIEHTPAT (BKMNOYaA CUCTEMBI
XpaHeHWs 1 pacnpefeneHuns), KOHTaKTUPYIOLLME C pacTBOPOM KOHLIEHTpaTa He AOMKHbI XUMUYeCK Ui pusn-
YecKM B3aMMOOeNCTBOBAaTb C HUM TakK, YTOObI BMUSITb HA €r0 YACTOTY UIMU KAYECTBO. OTWU KOMMOHEHTHI AOMKHbI
6bITb BbINOMHEHbI N3 MHEPTHBLIX MaTepuanos (Hanpumep, NacTuKa) UM COOTBETCTBYIOLLEN HepxkaseoLwen
ctanu. Micnonb3oBaHne Matepranos, KOTOpbIE, Kak U3BECTHO, MPUBOANAT K TOKCUMHOCTM NPy remoguannse, Ta-
KX KaK Medb, NaTyHb, LWHK, OLMHKOBaHHbIE MaTepuanbl U1 anioMUHWIA, CTPOro 3anpeLleHo.

4.3.3 3awuta npu ae3nHdekuun

4.3.3.1 O6wwme nonoxeHus

Ecnu nponssoaunTens cMCTEMbI CMELLMBaHNS peKOMeHAyeT XMMUYECKMe Ae3nHMULUPYIOLLIME BeLLeCcTBa
(cM. 6.7.2 k), BOMmKHbI BbITb MPUHATHI MEPbI MO BOCCTAHOBMEHWIO cucTeMbl Ao 6e30nacHoro coctosaHnA no
YPOBHIO OCTaTOUHbIX Ae3UHPMLMPYOLLMX CPeACTB A0 TOro, kak cuctema 6yaeT ncnonb3oBaHa ans NPUrotos-
neHna napTum koHueHTpaTa. Ecnu ncnonbayetcst popmanbaerna, ypoBeHb OCTaTOUYHBLIX BeLeCcTB AOSHKEH
ObITb MeHee 3 MrI/M; ecrn NUCNOMb3yeTCst XIOPHasa U3BECTb, YPOBEHb OCTAaTOUHbIX BELLECTB AOSKEH BbITb Me-
Hee 0,1 Mr/n; ecnn UCNOMb3yeTCsl 030H, YPOBEHb OCTATOUHBIX BELLECTB AoMKeH ObiTb MeHee 0,1 Mr/n; ecnu uc-
nonb3yeTca KoMMmepueckn AocTynHoe BakTepuumaHoe cpedcTBO, OTNMYHOE OT dhopManbaernaa, XJopHom
N3BECTWN UM 030HA, YPOBEHb OCTaTOYHbIX BELLECTB AOMMKEH OblTb MeHee YPOBHS, peKoMeH40BaHHOro Npous-
BOAWUTENEM KOHKpETHOro bakTepuumaHoro cpeactea. Ecnn nponssoantens pekoMeHayeT XMMMIecKkoe 4e3nH-
duumpyiolliee BeLLECTBO, TO OH AOIDKEH TakKe PEeKOMEHAOoBaTb METOA WCMbITaHUS YPOBHA OCTaTOYHBIX
BelLecTB Ae3nHULMPYIOLLEro BellecTBa.

Ecnu nponseoauTtens cucTeMbl CMELUMBaHWUA pekoMeHAyeT BbICoOKOTeMMepaTypHyo AesnHdekuumio,
OOKHbI ObITb MPUHATLI MEPbI MO BOCCTaHOBMEHNIO cucTeMbl Ao B6e3onacHoi TemnepaTypbl 40 TOrO, Kak oHa
6yaeT ucnonb3oBaHa A NPUroTOBNEHUS NapTUKN KOHLEeHTpaTa.

4.3.3.2 BnokvnpoBkKa gocTyna K cucteme

Ecrin fgesnHdeKuMsa BLIMOMHAESTCA aBToMaTUdecku npoueaypaMmu € UCMOMb3OBaHUEM XUMUYECKNX
Ae3nHuUMpyoLWnX BELLECTB, 030Ha UM BLICOKOW TeMNepaTypbl, aKTUBAaLMA CUCTEMbI Ae3UH(eKLn A0MmKHa
NPUBOAUTE K akTUBaLMW CUCTEMbI NPeAYNPexXaeHNs, a Takke AOMMKHbI BbITb MPUHATLI Mepbl 415 U30MALMN Ma-
LWWH ANg remoananusa oT CUCTEMbI MPUrOTOBMEHNUSI U pacnpeaerieHns KoHUeHTparTa.

6



rOCT P UCO 13958—2015

4.3.4 TpeGoBaHusa 6e30MacHOCTU

Kaxgoe ycTpoicTBo/cMcTEMA Asi CMELUMBaHWA KOHLeHTpaTa AOMKHO XapakTepyusoBaTbCA CreayroLm-
MW MUHMMAIbHBIMK NapaMeTpamy 6esonacHoCcTy:

a) 6noku ynpasneHus paboTon AOMMKHEl BblTb pacnonoXeHbl Tak, YTo6bl MUHUMU3MPOBATL CriydyanHoe
yrpaBrieHne 1 perynmpoBKy yHKLMNA;

b) 6roku ynpaBneHus pacrnpegeneHMem QOMmMKHbI YeTKO MapKUpoBaThbesl, YTO6bl MMHUMU3UPOBATL Be-
POSITHOCTL OLUMGKM NpU Nepegade KoHUeHTpara.

4.3.5 Hakonutenu gna xpaHeHus

CnegayeT, 4Tobbl MPU UCNONB30BaHNK ANA BUKapboHaTHOIo KOHLEeHTpaTa HaKoNUTenu ANns XpaHeHnus
NMenu KoHU4Yeckoe Unu YyaweobpasHoe OCHOBaHWE W OMOPOXHSAMUCH Yepes HUKHIO TOYKY OCHOBaHUS.
CnepayeT, 4Tobbl 6ukapboHaTHbIE HaKOMUTENN ANA XpaHeHUs UMerM NIIOTHO NPUrHaHHYI0 KPbILKY Ans
npeaoTBpalleHns nonagaHus 3arpsisHUTenei U BeHTUNMpoBanucb 4vepes ruapodobHbIN BO3AYLLHBINA
dunbTp 0,45 MKM.

XecTkue, Hecrmbaemble HaKoOMUTENW ANA XpaHeHUs KUCMoTocoAepXKalux KOHLEHTPaToB MOryT
UMeTb NNOcKoe AHO, Takke creayeT o6ecneynTb BeHTUAALMIO Tak, YToObl NpeaoTBpaTUTL 3aCOPEHUe KOH-
LueHTparTa.

He cnepayeT, 4To6bl HAKONWUTENN ANA XPaHEHUS UMeNN CMOTPOBbIE TPYOKU, Ha KOTOPBIX MOTYT pacTu BO-
[0opocnu 1 rpubbl. [ormkHbl 6bITh NpeaycMoTpeHbl Mepbl No 3ddekTUBHON Ae3nHdeKLum ftoboro HakonuTens
ANs XpaHeHUs B cucTemMe pacnpefeneHuns KoHLeHTpaTa, noasepraroLlerocsl MUKpobuonormieckoMy 3arpas-
HEHUIO.

Oes3nHdekuma HakonuTenen ona KUCNoToCoAepKallunxX KOHLEHTpaToB obbiuHO He TpebyeTtca. Tem He
MeHee, GukapBoHaTHble HakonuTenu cnegyeTt Ae3aMHdULMPOoBaTh perynsapHo. [ins xpaHeHus Kucnotocoaep-
Xallnx KOHLEHTPaToB MOryT NCMOoNb30BaThbCs anlbTepHaTUBHbIE HAKOMUTENW ANS XpPaHeHusl, Takue Kak 6an-
NOHBI.

4.3.6 YnbTpacdmoneroBble usnyvyarenu

Ecnun cncteMbl XxpaHeHust U pacrnpeaeneHus KoHueHTpaTa cHabxaloTes ynbTpaduoneTosbiMmn U3ny4va-
Tensmun ans 6akTepuonorMyecKoro KOHTPOIs, OHN AOSKHBI COOTBETCTBOBATL CriedytollemMy:

- yNbTpadnoneToBkIA M3nydaTenb AOMMKEH paboTaTh Ha YacToTe BOMH 254 Hm;

- ynbTpacnoneToBLIA M3nyvaTeflb AOMKeH obecrnevnBatb A03Y U3ny4aemoi aHeprum 16 munnu-
BaTT-Cek/CM2, ecnivi OH cHabeH KanuBpoBaHHEIM U3MepUTerieM MHTEHCUBHOCTM ynbTpadumoneTa, B NPoTUB-
HOM crny4ae OH JomkeH o6ecrneunBaTb 03y U3ny4Yaemol aHeprn 30 MunNnuBaTT-cek/cm?;

- yNbTpadnoneToBkIA N3nyvaTenb 4o/KeH BbiTb KannbpoBaH COOTBETCTBEHHO MaKCUMarlbHOM CKOpOC-
TN NOTOKA;

- ynbTpacdunoneToBkIn M3nyyaTenb AOMKeH ObiTb cHabXeH YCTPOUCTBOM KOHTPOISI BBIXOAHON 3HEPTUM
N3Ny4YeHUs B peXnMe peanbHOro BpemMeHu Uinn aormkHa 6biTb yCTaHOBMIEHa pekoMeHayemMas YactoTa 3aMeHbl
namnebl;

- 32 ynbTpadnoneToBLIM M3nydyatenem oSKeH ObiTb (hUnbTP, yASPKUBAIOLLMIA SHAOTOKCUHDI.

4.3.7 Cucrtemsl Tpy6oK

CucTteMbl pacnpeneneHns KOHLUEeHTpaTta He AOMKHbI CrocobCTBOBaTL MUKPOBUONOrMieckomy 3arpsasHe-
HUIO KoHUeHTpaTa. CucTeMbl pacnpeaeneHns KoHUeHTpaTa A0MKHbEI ObiTe paspaboTaHbl U paboTaTh Takum
o6pasom, 4ToBbl MUHUMM3MPOBATL pacnpocTpaHeHue BakTepuin n obpasosaHue GUOMMEHOK, KOTOPLIE MOTYT
3arpsisHATL BOCMPUMMUMBLIE KOHUEHTpaThl. YacTas aesvHpekumsa — 3To oaunH U3 cnocoboB MUHUMU3ALMA
pacnpocTpaHeHus 6akTepuin 1 GUONNEHOK.

4.3.8 TpeboBaHus anekTpuyeckol 6ezonacHoCcTU

Tam, rae ecTb BEPOATHOCTb NMPOHUKHOBEHUSA XUAKOCTU K MaLMEHTY, YTO cnocobCcTByeT NpoxXoXaeHto
3MeKTPNYEeCKOro Toka, YCTPOUCTBO AOSMKHO COOTBETCTBOBATL TpeboBaHUAM M3OK 60601-1 no anekTpuyeckomn
6e3onacHocTu.

Ecnu anekTpuyeckas cuctema U3onMpoBaHa OT nauueHTa, yCTPOMCTBO AOMKHO COOTBETCTBOBATL Tpe-
6oeaHnam MOK 61010-1, no anekTpuyeckoin 6e3onacHoCTU.

MpumeyaHue— EcTb BEpOATHOCTb NPOHUKHOBEHUS XUAKOCTM K NALMEHTY, YTO CNOCOBCTBYET NPOXOXAEHNIO
anekTpu4eckoro Toka. Ee Hannune 3aBUCKT OT CUCTEMBI pacnpeAeneHns U UHCTPYKLMM NPOM3BOANTENS NO 3KCNTyaTaumm
CUCTEMbl CMELIMBaHUA KOHUeHTpaTa. [ns AOCTMXEeHMS MaKCMMarbHOM 3EKTPUYECKoi B6e3onacHoCT paccmaTpusaiot
[Ba cryyasi: a) ecnu eCTb BEPOSITHOCTb YCTOMYMBOTO 3NEKTPUHECKOro KaHara u b) ecnv snektpuyeckas cuctema n3onmpo-
BaHa OT nauueHTa.
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5 WUcnbiTauuna

5.1 O6wue nonoxeHun

B pasgene onpeaereHol MetToabl UCNbITAHUA, C MOMOLLBLIO KOTOPbLIX MOXKET ObITb npoBepeHo CooTBeT-
cTBue Tpe6OBaHMﬂM pasgena 4. Hymepau,wﬂ cneaywownx nogpasagenoBs cooTBeTCTByeT Hymepauun noa-
pasgenos pasgena 4. [NepeynucneHHble MeToAbl UCMbITAHUS He NPeACcTaBnAaloT eqUHCTBEHHO NpuemMnemsble
MeToAbl UCNBbITAHUA, HO NpeaHa3HavYeHbl ANA npeacTtaBneHnda npuMepoB npueMrnemMmblXx MeToaoB. MOI'yT
ncnonb3oBaTbCa Apyrne MetToabl UCNbITAHUA, ecnu NpoaeMOHCTpUpoBaHa BaliIMgHOCTb METOA0B UCNbITa-
HUA.

5.2 KoHueHTparthl

5.2.1 ®dusunyeckoe cocrosiHue

CootseTcTBUE TPebOBaHUAM 4.1.1 MOXeT GbITb onpeaeneHo BU3yaribHOW UHCMEKLUEN.

5.2.2 PacTBOpbI KOHLEHTpPaTOB

5.2.2.1 Xuakne pactBopbl KOHLEHTPaToB

CooteeTtcTBue TpeboBaHuaM 4.1.2.1 Ana KanbuWa, Kanusl, MarHAs U HaTpUst MOXeT ObiTb onpeaeneHo,
UCNONb3ysl MeToAbl, ONUCaHHbIE AMEpPUKaHCKON accoumnaumen sgpasooxpaHeHus [7], MeToabl, pekomeHaye-
Mble AreHTcTBoM CLUA no oxpaHe okpyxarowen cpeabl [12], MeToabl, pekoMeHayemble B NpUMeHUMbIX dbap-
Makonesix Unnu apyrue aKBUBaneHTHbIe BanManupoBaHHbie aHanMTUYeckue MeTopbl.

O6pasubl A0MKHBI 6bITb COGpaHbl B U30IMPOBaHHbIE KOHTEWHEPLI. [ns obecneyeHns TOHHOro onpeae-
NeHunA AoMKHAa NCMOoSb30BaTbCA COOTBETCTBYIOLAA MOAroToBKa 06pa3LoB, BKIOYAs UCNOMb30BaHWe COOTBET-
CTBYIOLUMX KaHASMOB Ansl CMellMBaHNA U NpuseaeHue pH, ecnu Heobxoanmo.

CootseTcTBUE TPeboBaHUAM 4.1.2.1 ANA HOBLIX U HETPAANLMOHHBIX KOMNOHEHTOB KOHLIEHTPaTOB MOXeT
6bITb ONpeaeneHo UCMob3ya COOTBETCTBYIOLWME U BaNnUaMpPOBaHHbIe aHanuTuieckne metoasbl.

Kak npeaenbHble 3Ha4YeHUa AN Boabl ANa Ananusa AoMKHbI UCNONb30BaTLCA MaKCUManbHoe coaepxa-
HUEe KOHTaMWHaHTOB , onpeaeneHHble B UCO 13959.

CootBeTcTBUE TpeGoBaHUAM K COCTaBY ANANU3MPYIOLLIEro pacTBopa MOXeT ObITb onpeaeneHo, kak onu-
caHo B Tabnuue 1.

Tab6nwuuya 1— AHanMTUYECKUE UCTIbITAHUS AN XUMUYECKUX KOMIMOHEHTOB

KomnoHeHT MeToabl ucnbiTaHus

Auetar ["azoBasn xpomartorpadusi, XMAKoCcTHas xpomaTtorpadmsi, SH3UMHBIA UNN NOTEHLMOMETPUYEC-
KU MeToAbl

BukapbonaT TuTpoBaHKe 1 pacyeT KUCNOThI, MOHHas Xpomartorpadusi unu apyrve Mmetoasl ans obuiero CO,

Kanbuumn Tutpumetpudeckmn 3OTA (EDTA) metoa, unu atomHasi abecopbumsi (Mpsimoe NPOHWUKHOBE-
HKe), CNEeKTPOMETPUS MHAYKTMBHO CBSI3aHHOW Mna3mbl (MPsiMOe NMPOHUKHOBEHWE), WU UOHHAs!
XpomaTtorpadus

[nioko3a MonspumeTpusi, 3H3NMHas, XKNAKOCTHasA XpomaTtorpadusi N XMMmn4eckme metToabl

Marnun ATtomHas abcopbuus (NpsiMoe NPOHUKHOBEHMUE), CMEKTPOMETPUS UHAYKTUBHO CBA3AHHOW NNas-

Mbl (NPsiMOe NPOHVKHOBEHWE) NN MOHHAas XpomaTorpadmsi

Kanui MnameHHo-hoTOMETPUYECKUI MeToA, aToMHas abcopbuus (Npsamoe NPOHUKHOBEHUE), CNeK-
TPOMETPVS MHAYKTMBHO CBSI3aHHOW NNna3mbl {NpsiMoe NPOHUKHOBEHWE) MW MOHHAs XpomaTtorpa-
s

HaTpuii ATomHasn abcopbumsi (NpsAMoe NPOHUKHOBEHWUE), NNaMeHHO-(POTOMETPUYECKNIA METOA, CrEK-

TPOMETPUSA MHAYKTVBHO CBA3AHHOM MNMas3mbl (NPsiMOe NPOHUKHOBEHWE), WMOHHO-CNeLnUYHbIN
3MNeKTPo4 UNu NoHHast XpomaTtorpadus

5.2.2.2 PacTBOpbI KOHLIEHTPATOB Ha OCHOBE NOPOLLKA
Ons ucnelTaHusi pacTBOPOB KOHLEHTPaTOB Ha OCHOBE CYXOro MOPOLUKa COAePXXUMOE YNaKoBKU AOSMKHO
CMELUMBATLCA B COOTBETCTBUN C UHCTPYKLMSIMIA MPOU3BOAUTENS U UCMBITLIBATLCA B COOTBETCTBUM ¢ 5.2.2.1.
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5.2.3 Bopa

CootBeTcTBUNe TpeboBaHNAM K KadyecTBY BoAabl 4.1.3 MoxeT 6bITb onpeaeneHo, UCnonb3aya MeToabl, Npu-
BeaeHHble B UCO 13959.

5.2.4 bakrepuonorus 6ukap60oHaTHbLIX KOHLEeHTPaToB

UTobbl y6eanTbea B cOOTBETCTBUN C 4.1.4, MOXHO UCNONb30BaTh crneayoLyto npoueaypy. Obwee vnc-
10 XU3HEeCNoCOBHLIX OpraHM3MOB (CTaHAAPTHOE YMCNO B Yaluke MeTpu) A0MKHO ObITb NONYYEeHO, UCNONb3Ys
mMeTo4 MeMbpaHHoro hunbTpa Unu apyryue BanuanpoBaHHble cTaHaapTHble 6akTepuonorndeckne MeToabl uc-
nbiTaHus. MeToa KanMbpoBaHHOMO LUKIa He J0oMKeH Ucnonb3oBatbea. MNutatensHon cpeaoi 4omkeH ObiTb
TPUNTOHONIOKO3HLIN arap (tryptone glucose extract agar, TGEA) ¢ po6asneHuem 4 % GukapboHaTa HaTpus,
Reasoner 2A (R2A) c gobasneHnem 4 % GukapboHaTa HaTpus, TPUNTUYECKUIA COeBbI arap (trypticase soy
agar, TSA) unu aksuBaneHT. Henb3sa Ucnonb3oBaTb KPOBAHOW arap Unu WokonaaHein arap. Heobxoaumo uc-
nonb3oBaTb TeMmnepaTtypy nHkybaumm ot 17 °C go 23 °C 1 BpemMa nHkybaumm 168 1 (7 4a.).

5.2.5 YpOBHM 3HAOTOKCUHOB

CootBeTcTBUE TpeboBaHusiM 4.1.5 MoxeT 6bITb onpeaeneHo LAL ucnbiTaHnem Ha 3HAOTOKCUHEI.

5.2.6 O6bem 3anonHeHUs

CootBeTcTBUE TpeboBaHuAM 4.1.6 MoxeT ObITb onpeaeneHo, UCNosb3yst COOTBETCTBYIOLWME BOMOMET-
pyyeckue U rpaBuMeTpudeckue MeToanku.

5.2.7 Ka4yecTBO XMMUKaTOB

YucTtoTa xXumMukaToB, Kak onpegerneHo B 4.1.7, MoxeT 6biTb onpeaeneHa npyu nomMoLmn MeToaoB Ucneita-
HWUA, U3MOXKEHHBIX B COOTBETCTBYOLLEN hapmakonee.

5.2.8 YacTuuybl

CootBeTcTBUE TpeboBaHMsAM 4.1.8 MOXeT BbITb ONpeaeneHo MHCNeKUMEN 3anucei NponssoanTens npo-
BYKTOB, YTODOBI Y6eauTbesl, 4TO KOHLEHTpaT bunbTposanca Yepes bunbTp ¢ HOMUHANOM 1 MKM.

5.2.9 [oGaBKu — «npucagku»

CootBeTtcTBUE 4.1.9 MOXeT BbITb onpeaeneHo pacTeopeHnem Ao6aBoOK B COOTBETCTBYHOLLEM KOHLIEH-
TpaTte C Nocneaywum U3MepeHMeM KoHUEeHTpaummn 4o6aBneHHbIX XMMUYeCckux BellecTs ans onpeaeneHus,
N3MeHsIeT N NpUCYTCTBUE 40BABOK KOHLEHTPaLMIO 4aHHOTO XMMUYECKOro BeLecTBa B npeaenax +5 % ot 3Ha-
YeHus, onpegeneHHoro Ha aTukeTke 4obasku. AnbTepHaTUBHO, A0baBKM MOryT 6bITb pacTBOPEHbI B BoAe CO-
OTBETCTBYIOLUEro kavyecTBa W UCMbITaHbl Anst onpegeneHusi, obecneunsaoT nu aobaeku onpegeneHHoe
yBeNnMYeHne KOHUeHTpauun B npedenax =5 % OT 3HayeHuWs, 3asiBNIEHHOrO Ha aTukeTke. [ormkHO 6biTb
npoBeaeHo UCMbITaHWe B COOTBETCTBUN ¢ 5.2.2.1, KaK TONbKO BBeAeHbl AobaBKu.

5.2.10 KoHTelHepbl

CooteetcTaue TpeboBaHuaAM 4.1.10 MoxeT BbITb OrpeaeneHo UCMbITAaHWUSAMMU AMNs NNacTUKOBLIX KOHTEeN-
HepoB, ONMCaHHbIMU B COOTBETCTBYIOLLEN hapMakonee, U UCTIBITAHUEM C BbIMBIBAHNEM C XUMUYECKUM aHa-
MU30M BbIMbIBAEMOTO.

5.2.11 KoHuUeHTpaThl, JOCTaBnAeMble KpyNHON Tapown

CooTteeTcTBUE TpeboBaHNaM 4.1.11 MOXeT 6biTb onpeaeneHo NepecMoTpoM npoLeayp AOCTaBKU.

5.2.12 leHepaTOpbl KOHLEHTpaTa

CootetcTBue 4.1.12 MOXeT GbITb MOATBEPXKAEHO NEPECMOTPOM MPOV3BOACTBEHHbIX 3anncel KoHTen-
HepoB, coaepXXaLumx MOPoLOK, PYHKLMOHANBHBIMUA UCABITAHUSMI C MalWMHOW ANsi remoauanvsa, 4ns KOTOpo
OHUW NpeaHa3HayveHbl U UHCMeKUMeR STUKETOK NpoayKTa.

MpwuMedyaHue—TlpusHaeTcs, YTO NPOU3BOAUTENL MOXET M3MEHATbL CBOe 06opyaoBaHue, YToObl CNONb3o-

BaTb CUCTEMbI reHepaTOPOB KOHUEeHTparTa apyrmx npoussoguTenen. B gaHHom cny4ae, OTBEeTCTBEHHOCTb Npou3soanTens
MalLVHbl — oGecneunTb, YTOOBI cMCTEMa reHeparopa KoOHUeHTparta Obina cCoBMECTUMA C MalLUHOW Aana gunanuaa.

5.3 MpoussoacTBeHHOe 060pyaoOBaHue

BuocoBmecTMOCTb MaTtepnanoB KOMMOHEHTOB, MCMNONb3yeMblX MpU NPOn3BOACTBE O60pyJJ,OBaHI/IFI,
JoIkHa 6bITb onpedeneHa BepumrkaLmMen Toro, YTo KOMMOHEHTbI, KOHTAKTUPYOLLME C KOHLIEHTPaTOM Ui BO-
A0, BbIMOSIHEeHbl U3 HEePTHBIX MaTepuasnos (Hanpumep, NacTMacc UM COOTBETCTBYIOLLEN HepxXaBetoLen
cTanu), cooTBETCTBYHOLLMX TpeBoBaHUSAM NPUMEHUMEIX (hapMaKkonein Unu UCNbITaHWA ¢ BbIMbIBAHUEM C XUMU-
YeCKMM aHanmn3oMm BbIMbIBAEMOTQ, 1 YTO 3TN KOMIMOHEHThI, KaK N3BECTHO, HE BbI3bIBAOT TOKCUYHOCTb CUCTEMBI
C OMann3npyoLLIMM pacTBOPOM.

5.4 CucteMbl Ans cMeLMBaHUA KOHLEHTpaTa B oTAeNeHUn aManusa

5.4.1 O6LWwue NonoxeHns
Cnepyrolne metofbl UCMbITaHUA NpuMeHsiioTes K 4.3.2—4.3.8, kak ykasaHo.
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5.4.2 CoBMeCTUMOCTb MaTepuanoB

CooteeTcTBMe TpeboBaHuaM 4.3.2 MOXeT BbITb NPOBEPEHO BUSYaNbHOW UHCMEKUMER U UCNBITAHUSMMU,
OMNUCAHHBIMU B MPUMEHUMON hapMaKkonen UM UcnelTaHUeMm ¢ BbIMbIBAHUEM C XMMUYECKUAM aHarn3oM BbIMbl-
BaeMoro.

5.4.3 3awuTta npu ge3vHdekuumn

5.4.3.1 Obwue nonoxeHns

CootBeTcTBUE TpeboBaHUAM 4.3.3.1 MoxeT BbITb OnpeaeneHo NPOBEPKOW Ae3nHULMPYHOLLEro BeLlec-
TBa B BOAeE A1 OMoackvBaHNs B KOHLe Lykna aesnHdpekunn. Ecnu gesmHdbuumnpyowmm BelecTBoM SBNAET-
ca hopmanbgernd, ypoBeHb 0CTaTOUHbIX BELECTB MOXeT ObiTb onpeaeneH peakuvein XaHua, peareHTaMmm
Lndpdba nnu skemBaneHTHeIMN UCbITaHUAMU. Ecnv Ae3nHdUUMPYIOLWLMM BELLECTBOM SIBIAETCSA XMOpHas 13-
BECTb, YPOBEHb OCTaTOYHbIX BELLECTB MOXET BbiTb onpeaeneH, ucnonesys DPD (3,5-auxnop-deHunanasoHn-
€BOW CONblo) MeTod TUTPOMETPWUU Xeresa UMW SKBMBaNeHTHble WCMbITaHuAa. Ecnu gesuHduumpyowmm
BELLEeCTBOM SIBMISIETCS 030H, YPOBEHb OCTATOYHbIX BELLECTB MOXET ObITb OnpeaerieH, UCMomnb3ys KOHTPOMb B
pexvme peasibHOro BpeMeHn pacTBOPEHHOro 030Ha Unu aHanns obpasua BoAbl, UCMOomb3ys UchbiTaTeNbHbIN
Habop Ha ocHoBe cuHero TpucynedgoHata unu DPD xumnn. Ecnn ncnonssyeTcs kKoMMmepyeckn AocTynHoe bak-
TepuuMaHoe cpedcTBo (repMuumna), oTiuvHoe oT chopManbaernaa, XIopHON U3BECTU UMW 030HAa, AOMKHBI UC-
nonb3oBaTbCA MUCMbITAHNA Ha YPOBHE OCTaTOYHbIX BellecTB 6GakTepuuMOHbIX CPeAcTB (repmuumaa),
yCTaHOBMeHHble Npou3BoauTenem bakTepuunaHoro cpedcTea (repMuLmMaa), B COOTBETCTBUM C MHCTPYKLMSIMU
npousBoanTens No NCrblITaHNAM.

CooTtBeTcTBUE TpeboBaHmaM 4.3.3.1 4ns BbicOKOoTEMMNEpPaTYPHON Ae3nHdeKUMn MoxeT BbiTb MokasaHo
AeMoHcTpaLmen Toro, YTo TemnepaTtypa BoAbl AN OroflackuBaHnsa Boda BosBpallaeTca k 6e3onacHoMy 3Ha-
YeHUto.

5.4.3.2 bnokupoBka focTyna kK cucteme t

CootseTcTBMe TpeboBaHNaM 4.3.3.2 MoxeT 6bITb onpeaeneHo puanyeckummn UCNbITAHUAMU UM BU3Y-
arbHOM MHCNEKUNEeN.

5.4.4 Tpe6oBaHuAa GezonacHocTH

CootBeTcTBUE 4.3.4 MOXET BbITb ONpeaeneHo UHCNEKUNEeN.

5.4.5 Hakonutenu gna xpaHeHusn

CootBeTcTBuE TpeboBaHuaM 4.3.5 MoXeT ObITb onpeaeneHo BU3yanbHOW UHCNEKUUEN.

5.4.6 YnbTpadcduonetoBble usnyvarenu

CooTtBeTcTBuE 4.3.6 MOXET 6bITh OnpeaeneHo UHCNEKLNEN.

5.4.7 Cucrtembl Tpy6ok

OTCyTCTBUE antOMUHUEBLIX, MEAHLIX, CBUHLIOBBIX, LIMHKOBBLIX UMW ranbBaHU3UPOBAHHBLIX KOMMOHEHTOB U
KOHCbUrypaLusi cucTeMbl/yCTpOUCTBa AN CMELUMBaHUS KOHLEeHTpaTa MoryT ObiTb onpedeneHbl BU3yanbHO.
OTcyTcTBME NOCTYNIEHUA GakTepuit U onpeaeneHHbIX XMMUYECKUX 3arpsisHUTENen B pacTBOp U3 CUCTEMbI
pacnpefeneHust MoXeT BblTb NPOBEPEHO, UCMOMb3YA UCTbITAHWUA, onUcaHHble B 5.2.4 1 5.3.

5.4.8 Tpe6oBaHuA anekTpuyeckon 6esonacHocTU

CootBeTcTBUE TpeboBaHNAM 4.3.8 MoxeT ObITb onpeaeneHo, NCNOoMb3ya UCTILITaHUA, NPUBEAEHHDbIE B
M3K 60601-1 unn M3K 61010-1 B 32aBUCUMOCTW OT TOrO, YTO NPUEMAEMO.

6 JdTukeTMpoBaHUe

6.1 OOwue nonoxeHusn

TepMUH «3TUKETUpPOBaHWE» B AaHHOM MeXAyHapoaHOM cTaHdapTe BKoYaeT Mobble NCbMeHHbIe Ma-
Tepuarnsbl, CONpoBoXaatoLMe KOHUEHTpaTbl ANA remognannsa n cUCTeMbl CMELLIMBAHNA KOHLEHTPaToB Unu
nMobble MMCbMEHHbIE MHCTPYKLIMK, NpeaocTaBnsaemMble NPonssoanTenem.

OTukeTKa Ha KOHTeHepe KoHLeHTpaTa A0MkHa, Kak MUHUMYM, NpeAoCcTaBNATb MHpopMaLmnio, coaepxa-
wytocs B 6.2—6.6. Ecnu npuemnemo, MoryT UCnonb3osBaTbCA CUMBOSbI.

MpumeuaHwnsn

1 Cm. UCO 15223.

2 B HeKoTOpbIX MalIMHAX CMELWNBaAHNE KOHUEHTPaTa NPoOUCXoanT aBTOMaTUYECKK, a He NMPOBOAUTCA NONb3oBaTe-
neMm. B gaHHbIX criy4asix, MHCTPYKUMW NO 3KCNNyaTaunmn MOryT 6biTb U3MEHEHbI, 4TOGLI COOTBETCTBOBATL KOHKPETHOWN CUTY-
aumn. Hanpumep, ecnu mawuHa GepeT NOPOWOK M XUAKOCTbL W CMeluMBaeT MX BHYTPM, HET Heobxogumocty B
YTBEPXKAEHUM, YTO KKOHLIEHTPAT XOPOLWO NepemMeLllnBaeTCs Nepes NCnonb3oBaHueM». KOHCTPYKLUMS MaLMHEI BOMXKHE 3TO
YUMTBIBaTb U CMELLUMBATHL KOHLEHTPAT COOTBETCTBYIOLWMM 06pasom.
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6.2 O6wue Tpe6oBaHUA K ITUKETUPOBAHUIO KOHLIEHTPATOB

OTUKETKN KOHLLEHTPaTOB cornacHo obuum TpeGoBaHMAM AOSKHBI BKIOYATb criefytolee:
a) HaumeHoBaHWe W agpec NPousBoauUTens/ancTpubbioTopa;
b) AaTy oKoHYaHWUA CpoKa rogHOCTU, eCriv NPUMEHUMO.

MpuMeyaHune—OBGLIYHO, HA NPOAYKTE yKasaHa AaTa OKOHYaHUA CPOKa rOAHOCTH, a He AaTa NPOU3BOACTEA;

C) AaTy Npouns3BOACTBa, TOMNbKO €CNU He NPUMEHNMa AaTa OKOHYaHWUA CPOKa roAHOCTY;

d) naeHTUDULMPYIOLLUMIA HOMeP NapTuu;

€) CMUCOK BCeX MHIPeaANEeHTOB B KOHEYHOM KOHUEeHTpaTe U Nocneayowmx pacTeopax;

f) cocTas, BKNOYasA KOHLUEHTPaLMW B rpammax Ha nuTp (r/n) Kaxxaoro MHrpeaneHTa AN XXWAKOro KoHLeH-
TpaTa UMM Bec B KOHTeNHepe KaxKaoro UHrpeaneHTa Ansa NnopoLuka;

g) cocTas AvanuaupyroLlero pactsopa, BKioYas HOMUHaNbHbIE KOHLEHTPaLWK KaXXA0ro 3/1eKTposivTa B
MUMNNIKBUBANEHTaX Ha NUTP (MOKB/M) UM MUIMMOMb Ha NIUTP (MMOMB/N) U KOHLEHTPaLIMKN He 3MeKTPONnUToB
B AnanvavpyloLem pacTsope B rpammax Ha nuTp (/1) Uam MMO-b/N; XMMUYeCKUe KOHLEHTpaL i B Anannsnpy-
toLLleM pacTBope AOSKHBI BbITb NOMELLEHbl Ha 3TUKETKY KUCMOCOAEpKallero KoHUeHTpaTa.

MpuMedaHue—EcnuHa 3TUKETKEe HeJOCTaTOYHO MeCTa, HYToOb! KOPPEKTHO NpeacTaBUTL Tpebyemyio MHdop-
Maumio, AOMyCTUMO NPefoCTaBnTb 3TY MHGOPMaLUMIO B anbTEePHATVBHOM BapyaHTe, TakoM Kak BKITaablll B YNaKOBKY;

h) ana cuctem c KpynHoOM Tapor, 06 beM Ui BeEC KOHLIeHTpaTa(oB) ANs Ananunsa U KONMYecTBO U Kavec-
TBO BOAbI, KOTOpble HeobxoauMo cMellaThb; ecnn cMeLuMBaHWe NPOM3BOAUTCSA aBTOMaTuyeckun, cnefosatb
WNHCTPYKLUMAM NO 3KCMyaTauum Npon3BoguTens;

i) AN AO3NPYHOLMX CUCTEeM, COOTHOLLEHWE KOHLeHTpaTa AN Anannsa 1 Boabl, KoTopble Heobxogumo
cMmellaTb;

j) Toprosoe HaumeHoBaHWe NPOAYKTa, eCrN NPUMEHUMO;

k) yTBepxaeHue, kacaolleecsi TpeboBaHWUI MO XpaHeHWo, Takoe Kak, eCriu NPUMEHUMO: «XpaHUTb Npu
KOMHaTHOW TeMnepaType unu Hukey»; «He 3amopaxusaTby; n/unn «KpaTkoBpeMeHHOe BO3AeNCTBUE ropsiumnx
ycnosun (40 °C) He BpeanT KMCNOTOCOAepXKaLLEeMY KOHLEHTPaTy»;

[) nobble cneunansHble TpeboBaHMSA, KOTOPble HEOOX0AMMbI U3-3a CNeLMdUIHOCTM NpoayKTa (Hanpu-
Mep, UCMONb30BaTh reHepaTopbl KOHLEHTpaTa ¢ onpeAeneHHON CUCTEMON AOCTaBKM AMAnM3npyrowWwero pac-
TBOpA);

m) npeaynpexaeHne o TOM, YTO MOXET BO3HUKHYTL POCT BakTepui, Npu Ucrnonb3oBaHun ukapboHaT-
HOTO KOHLIeHTpaTa (Tonbko BukapboHaTHOro KoHLeHTpaTa) U Nobble Apyrve Mepbl NPeaoCTOPOXHOCTH, KOTO-
pble crieayeT NPeanpuUHATL NPY CMeLUMBaHWUN KOHLEeHTPaTa;

n) ecnunpuMeHNMOo, yTBepXaeHne o Heo6XoAUMOCTM UCTILITAHUSA KOHEYHOTO ANaNU3UpYOLWero pacTeo-
pa no o4HOMY U3 crieaytoLnX NapaMeTpoB: NPOBOANMOCTL, pH, OCMOTUYECKoe AaBreHUe, KOHLEHTpaUMs Ha-
TPUA UMK KOHLEHTPpauusa xnopuaa;

0) yTBEepXAeHuWe, YTo ANs pasBefAeHUs KOHUEHTpaTa Npu cosgaHum AMannanpyowero pacteopa Heob-
X0AUMO UCMonb3oBaTh Boay kavectsa MICO, cooTBeTcTBYOWYO TpebosaHuam NCO 13959;

p) npedocTepexeHWe OT YPe3IMepHOro nepemMeLunBaHns 6ukapboHaTHOrO KOHLKEHTpaTa;

q) YyTBepxAaeHue, kacatolleecs NobbIX crneumnansHbIX BONPOCOB OTHOCUTENbHO Bydepa, ecnu npuMeHn-
Mo (cM. A.2.1.1).

6.3 Tpe6oBaHMUsA K ITUKETUPOBAHUIO KUOKUX KOHLEHTPaToOB

OTUKETKN XKNOKUX KOHLEHTPaTOB A0SMKHbI BKINoYaTh crieaytollee:

a) WHCTPYKLUMM MO 3KcnyaTaumm

1) OTukeTKa JOSIKHA BKHOYATE MHCTPYKLMM MO TaTelbHOMY NepemMeLllnBaHunto nepes Ncnonb3osaHu-
€M 1 UHCTPYKLMUN HEe NCMOoNb3oBaTh NoBpexaeHHble KoHTelHepbl. Ecnn ucnonbayeTtca bukapboHaT, AOMKHbI
ObITb BKMHOYEHDBI NPeaynpeXaeHns 0 BOSMOXHOCTU BO3HUKHOBEHUSI pocTa 6akTepuii B KOHLEHTPUPOBaHHOM
nnu passegeHHom BukapboHaTHOM pacTeope.

2) Ha aTukeTke OOMKHO BbITb yKa3aHo, YTO OTKPbITbIA BUKapBGOoHATHBIA KOHLEHTpaT A0MKeH BbiTb UC-
nonb30BaH B TeYeHWe BpemMeHu, onpeaeneHHoro npoussoanTenem unu B npegenax 24 4, ecnn He ykasaHbl
Mepbl Mo NPOANEHUIO 3TOro Nnepuoaa. BpemeHHo npeaen Ucnonb3oBaHust (ONpeaeneHHbIA NPou3BoanTeNem)
AomnkeH 6biTb NepUoaoM, B TeYEHWE KOTOPOro KOHLUEHTpAaT NOCTOSIHHO NPOM3BOANT ANaNU3UPYIOLLMIA pacTBop,
COOTBETCTBYIOLLMIA XUMUYECKUM 1 MUKpoBuonormveckum pekomengaumam MCO 11663 npu ucnonb3osaHu1 B
cucteme, 06CnyXMBaemMoi COOTBETCTBYOLUM 06GpasoM.
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3) Ha atukeTkax XMOKMX KOHLEHTPaTOB MOXHO BKMOYaTh reoMeTpuyeckue CUMBOMbI (CM. Tabnuuy 2)
ans anddepeHumnmaummn pasnmnmyHbiX COOTHOLIEHNI cMeLlMBaHns. Ecnin ucnonbsyrotes nogobHble CUMBOSI,
yucna, nNpeacTaBnsiolne cUCTEMY A03MPOBaHNSA, AOMXKHbl ObiTh TakkKe XOPOLIO BUAHBI U PacnonoXeHbl B
npeaenax KOHTypa reoMeTprn4eckoro cUMBona. ATUKeTKa AoMKHa BKIToYaTb CpeAcTBa pa3nMyeHUsa KUCNoThl U
6ukapboHaTa. Ecnv KoHUEeHTpaT He CoaePXXUT Kanus Unn KanbLWs, 3TO AOIDKHO ObITb 3aMEeTHO 0TOBpaXeHo Ha
aTukeTke. Ecnu ncnonb3yeTcs LBeTOBOE KOANPOBaHWE, KPaCHbIA OMKEH UCNOMb30BaTbCs ANA KUCNOThI, CU-
HWA — ans 6ukapboHaTa 1 6enebii — Ang aueTarta.

b) yTBepxaeHue o ToM, YTO pacTBOP ABMNAETCA anupPoreHHbIM, ecny NPUMEHUMo

c) obbem 3anonHeHWs KoHTelHepa

d) HOMWHanbHas NPOBOAMMOCTb KOHEYHOro AManusvpytoLwero pactTeopa npyM cMelnBaHUn B COOTBE-
TCTBUM € UHCTPYKLMAMN NMPOUIBOANTENS UM YTBEPXKAESHNE, YTO 3Ta UHopMaLIMa AOCTYNHa Yy Npou3BoauTe-
ns.

6.4 Tpe6oBaHUA K ITUKETUPOBAHUIO KOHLEHTPATOB Ha OCHOBE NOpPOLUKa

OTUKETKN KOHLEHTPaTOB Ha OCHOBE MOPOoLLKAa AOSHKHbI BKMOYaTh creaytoLlee.

a) WHCTPYKLMW No aKkcnyataumm

1) OTukeTka AOMKHA BKMOYATL peKOMeHAyeMble YCIIOBUA XpaHeHUs U Npasuna cmelumsaHus. Ecnu uc-
nonb3ayetcs bukapboHaT, A0IKHbI OblTb YKasaHbl MUKPOBMONOrnieckne npeaensl 4na UCNONb3yemol Boabl U
apyrue Mrkpobuonormyeckme Kputepun (Hanpumep, AesnHgeKumsa cMellMBaloLwmUX annapaToB U annapaTos
Ansa xpaHeHus). ins onpeaeneHHbIX YCNOBWA XpaHeHUst 40MKHbI GblTb ykaszaHbl MakcuMarbHOe BpeMs XpaHe-
HUS (CPOK rogHOCTU) A0 pasBedeHust U nocne passedeHns. Ecnn Heobxogumo ana obecneveHns kadecTsa
NpoayKTa KOHeYHbIM Mofib3oBaTeNeM, pyKOBOACTBO AOIMKHO MHCTPYKTUPOBATL MOMNb30BaTeNs N0 KOPPEKTHOMY
ncrnonb3oBaHmio NpoaykTa. CriegyeT, YToObl 3TM PYKOBOACTBA BKIIOYASM, HO HE OrpaHU4MBannck 6bl 3TUM Ka-
YeCTBOM BOAbI, UCMOMNb3YEMOW ANA pa3BefeHUs CyXoro NopoLlka, KOppekTHbIe MeToabl UCNLITaHUA (Hanpu-
Mep, NMPOBOAMMOCTU UNn pH) OnNs NPoBEpKA KOPPEKTHOCTW pas3sBefeHUsl KOHEYHOro Avanusunpyrowero
pacTBopa, M nobble crneunancHble Mepbl, KOTOpble crnegyeT MpuHATbL AN obecneyeHns KOpPeKTHOro
MCronbL30BaHUA NPoAyKTa.

2) OTukeTka NOPOLLKOBBIX KOHLEHTPATOB MOXeT BKIH0YaTb reoOMeTpuyeckue cUMBONbI (CM. Tabnuuy 2)
ans anddepeHLnalnmn pasnmnmyHbIX COOTHOLIEHWUIA cMeLlnBaHns. Ecnin ncnonbayotest NogobHbIe CUMBOSILI,
yncna, NpeacTaBnsloWmMe CUCTEMY O03MPOBaHNUSA, A0MKHBI OblTb TakKe XOpPOLLO BMAHbLI U PacMonoXeHbl B
npegenax KOHTypa reoMeTpry4eckoro cuMBosa. ATUKeTKa AoMKHa BKIIoYaTb cpecTBa pasnMyeHus KUCOThbI U
6ukapboHaTa. Ecnm KoHUEHTpaT He COAePKUT Kanvs U KanbLWs, 3TO AOIMKHO BbITb 3aMeTHO OTODPaXKeHo Ha
aTukeTke. Ecnm ucnonbsyeTcs LBETOBOE KOAMPOBaHME, KpacHbIA AOMKEeH MCNonb3oBaThCs ANSl KACMIOThI U
CvHWA gna bukapboHarta.

b) MHCTPYKUMM NO CMEeLUMBAHUIO CYXOro NOPOLUKA B XUAKWAN KOHLEHTpaT

C) KONMYecTBO BOAbI, KOTOPOE AOMMKHO UCMOMb30BATLCA A4S BOCCTAHOBIIEHUA KOHLEHTpaTa

d) ecnu npumeHUmo, obopyaoBaHne Ansi CMELNBaHUs, C KOTOPLIM UCMOMb3YETCA MOPOLLOK

e) ans 6ukapboHaTHOro KOHUEHTpaTa, BpeMeHHON Npeaen Ucnonb3oBaHus Ans NpeaoTBpaLleHust Bos-
MOXHOro 6akTepuanbHOro 3arpsisHeHusl. Takke NPUMEHUMbIE MPeaynpeXxaeHnst, UTo ocTaTouHbIA bukapbo-
HaTHbIA KOHLEHTPAaT, He BbIYMLUEHHbIA U3 HakonuTeneh Ans CMEeLMBaHWs U cUCTeM AN CMeLUMBaHus,
cnocobeTByeT pocTy BakTepui

f) kayecTBO BOAbI, KOTOPaAsi AOMMKHA UCNOMb30BATLCA ANsl CMeLUMBaHWS KOHLeHTpaTa (T. €. Makcumanb-
HbIA ypoBeHb BaKTepWil U 3HOOTOKCUHOB)

6.5 JNo6aBku
OTuKeTKN 4o6aBOK AOMKHLI BKMOYaTL creaytoLlee:
- CMMCOK NPOAYKTOB, AN KOTOPbLIX MOTYT UCMONb3oBaThea AobaBku. 3ddekTUBHbIE N3MeHeHMs B hop-

MyJIe KOHLEeHTpaTa 1 nocrneayoLme nsmMmeHeH1sl Auannmavpyrowwero pacTteopa, K KoTopbiM NpMBoanT gobasne-
Hne nobaBsok;

- acbheKThl pasBedeHNst KOHEYHOTO ANann3npyloLero pacTeopa nodbiMn xugkummn gobaskamu (HaHo-
CUTCA TOMbKO Ha 3TUKETKM XNOKUX 4o6aBoK).

6.6 Tpe6oBaHMA K 3ITUKETUPOBaHUIO reHepPaTOPOB KOHLIEHTpaTa
OTNKETKN reHepaTopoB KOHLLEHTpaTa A0MKHbEl BKoYaTh cneaytoLee:
a) cucTemy 4o3UPOBaHWS UNW MalVHY AN Mannaa, ¢ KOTOPbIMW OHU UCMOSb3YIOTCS.
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Mpwnmeyanune— Bo3MOXHO, YTO NPOU3BOAUTENL MOXET U3MEHSITb CBOE 060pyIoBaHme, YTOGbI UCMONb30BaTL
CUCTEMBI FreHepaTopoB KOHUEHTpaTa apymx npovwssogutenen. B gaHHom cnyyae, OTBETCTBEHHOCTb NPOU3BOAUTENS Ma-
WWHbI — MapKMpoBaThb MalMHY KOPPEKTHOW MOAENBIO CUCTEMbI FeHepaTopa KOHLEeHTpaTa U Npou3BoauTenss;

b) 3Ha4yeHWe BpeMeHW, B TeYEHUE KOTOPOro pa3yMHO OXMOAEeTCs, UTO reHepaTop KOHUEeHTpaTa nogaet
pacTBOp B AnanusaTop, OCHOBLIBAsICL Ha CKOPOCTU MNOTOKAa, onpeAeneHHOW NnpoussoguTenem (Hanpuvep, 6 4
npu ckopocTn notoka 500 M/MuH); anbTepHaTUBHO, EMKOCTb reHepaTopa KOHUeHTpaTa MOXeT BbITb Bbipaxe-
Ha kak 06beM KoHUeHTpaTa, KOTOpbIA MOXeT ObITb MPOU3BEAEH reHepaTopOM KOHLLEHTPaTa,;

c) nobyro AoNoNHUTENbHYIO MHopMaLuio, koTopas AoPKHA GbiTb U3BECTHA MOMb3oBaTento, YToob
obecneynTb KOPPEKTHOE UCTIONb30BaHUe NPoAyKTa (HanpuMep, Ka4ecTBO BOAbI, CPOK FOAHOCTU NOCNe CMeLUn-
BaHUA U T. A.).

Ta6nuua 2— CumBOnNbl ANt CUCTEM KOHTEMHEPOB AANsi KOHLIEHTPATOB: TUMbI KOHLEHTpaTa

O6o3HaueHne 35X Opyroe®
(HoBoe)

CoOTHOLIEHUE Ars cmeLuuBaHns® © 1:123:32,77 | 1:1,83:34 | 1:1.72:4228 [ 1:1,1:34 | TBD?

COOTHOLLEHWE ANA CMELLUMBAHUA KUC- 1:34 1:35,83 1:44 1:351 TBD?
noTe®®
COOTHOLLEHWE ONA CMeluMBaHuA Gu- 1:27,46 1:19,13 1:25,16 1:31,8 TBD?

kapGoHara® 9

Cumeon Keagpart Kpyr TpeyronbHuK Pom6 TBDY

a) JTiobble HOBblE COOTHOLLEHWS, KOTOPbIE He BKMIOYeHbl B Tabnuuy, NpuBeaeHHyIo Bbilwe, AOMKHbI 0603Ha4aTLCA
YHVKarnbHbIM r€OMETPUYECKMM CUMBOIIOM € COOTHOWEHUEM B JAHHOM cuMBone. [onpepensetcs, (To Be Determined,
TBD)].

b) Kucnota:6ukap6oHaT:Boaa.

) MoryT NnpucyTCTBOBaTb HE3HAUMTENbHbIE pa3nuyunsi B COOTHOLWEHUSX A5 CMeLLMBaHUA B NPeaenax KOHLUEHTPaToB
Kaxgoro Tvna; Hanpumep, 1:1,18:32,82 u 1:1,26: 32,74 wmoryt wcnons3oBatbest Bmecto 1:1,23:32,77, a
1:1,58 : 42,42 moxeT ucnonb3oBaTbcs BMmecto 1: 1,72 : 42,28.

4 Kncnota: Boga + 6MkapOoHaTHbIM KOHLEeHTpaT.

&) COOTHOLUEHUS Ansi CMeLUMBaHWUS KUCINOThI MOXET Takke ObiTh BbIpaXKeHOo Kak kucnoTta + (Boga + 6GukapGoHaTHbIN
KOHUeHTpaT); Hanpumep, 1 + 34, n 1 + 44, moryT ucnonb3oBaTtbCsi BMECTO 1: 34 1 1 : 44 COOTBETCTBEHHO.

f) Bukap6oHaT: kucnoTa + Boga.

9 CooTHOWeHMe ana cmewuBanusi GukapboHaTta ocHoBaHO Ha 8,4 % pacTBope OukapboHaTa HaTpus
(1000 mmonb/n).

6.7 QTMKeTMpOBaHMe CUCTeM CMellMBaHUA KOHLUEeHTpaTa

6.7.1 O6LuMe nonoxeHuUs

OTUKEeTKN CUCTEM CMeLLMBaHNS KOHLeHTpaTa AOMkHbl BKNoYaTh cregyrollee:

a) HauMeHoBaHWe N aapec NponsBoauTeNs (HaHeCeHHbIe Ha YCTPOUCTRO);

b) Toprosoe HauMeHoBaHWE U TUN U3AENUSA (HAaHECEHHbIE Ha YCTPOUCTRO);

C) Modenb U CepUiHbIin HOMep (HaHeCeHHbIe Ha YCTPOUCTRO);

d) npegynpexgeHune, UTo cnegyeT NpovnTaTh CONPOBOAUTENBHYIO NUTEpaTypy NPoayKTa 40 UCNOMb30-
BaHUs1 CUCTEMbI CMELUMBaHUS KOHLEHTpaTa;

e) BbleneHHoe npedynpexaeHue O BellecTBax (Hanpumep, GakTepuunaHbIX CpeacTBaXx), KOTOpble
cneayeT yaanuTb U3 YCTPOUCTBA Nepell ero UCNob3oBaHUeM;

f) naeHTUuKaLmo TUNa coeguHeHUs UN cneuundnkaumio, ecnn HeobxoAMMo NPeaoTBPaTUTL HEKOop-
pekTHOe coeaUHeHNe (NpeanoYTUTENBHO, NPUKPENMEHHYH0 K YCTPONCTBRY, B MPOTUBHOM Crlyyae, BKIOYEHHYIO B
UHCTPYKUUIO MO 3KCnyaTauun).

6.7.2 ConpoBoguTenbHaa nuTepaTypa NpoaykKra AnfA cCMCTeM CcMelUMBaHUSA KOHLEHTPaToB

MpounssoauTens AoMKeH NpefocTaBuTb NUTEPaTypy, KOTopas COAEMKUT, HO He orpaHudMBaeTca AaH-
HOW MHpopMaLUUen, KaxkaoMy Nosb3oBaTesnto:

a) npeaynpexaeHue, Yto Kaxaasi NapTUA KOHUEeHTpaTa A0SPKHA UCTILITEIBATLCA Nepea UCNoNb3oBaHUEM
B COOTBETCTBUN C UHCTPYKUUSIMU NPOU3BOAUTENS;
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b) npeaynpexaeHue, 4To BbIGOP 06OPYAOBaHUA AN CMELUMBAHUS KOHLEHTPATOB A5 Ananvsa AsnseT-
Csl OTBETCTBEHHOCTbLIO CcreLuanncTa, oTBevaloLwwero 3a auanns;

C) onucaHue yCTPOoNCTBa UMM CUCTEMBI, BKIHOYAA CMUCOK KOHTPONUPYIOWMUX YCTPOMUCTB, CUTHANU3aumn n
KOMMOHEHTOB YCTPOWCTBA, NpedoCcTaBnsieMblX B CTaHAAPTHON KOMMNNEKTaLum;

d) cxemaTtuyeckyto auarpaMmmy YCTPOMUCTBa UMM CUCTEMBI, NOKa3bIBaOLLYO NONOXKeHUe Nobbix knana-
HOB, YCTPOMCTB, OCYLLECTBISIIOLLNX KOHTPOIb B peXUMe peanbHOro BpemMeHu unm noptos 3abopa o6pasuos;

e) paboune cneundukaumn, Takme Kak AaBneHne BoAbl U CKOPOCTb MOTOKa,;

f) noapo6HbIe MHCTPYKUMK MO BKCNyaTauumn, BKNOYaa HayanbHbIA 3anyck; UCNblTaHWUA U KanubpoBKy;
paboTy 1 3Ha4YeHUs] cUrHanuaauun; pabouylo perynupoBKY KOHTPONMUPYIOLLMX YCTPOUCTB, curHanusauum u
ynpasnsoLWnX YCTPOUCTB; N COEANHEHNS;

g) mepbl obecneyeHus 6e3onacHOCTU U NpeaynpexaeHusl, kacatolmecs NocneacTBUN, €CNy 3TU Mepbl
He ByayT NPUHATHI;

h) uHdopmaumio, kacatoLyocsl YCTPOWUCTB, KOHTPOMUPYIOLLMX B PEXXUME pearnbHOro BpeMeHU KauecTBo
BOAbI UM KOHLIEHTPATOB, BKMtovas paboune dakTopbl, KOTOpbIE MOTYT MOBMMSATL HA paboyne XxapakTepucTuku
yCTpONCTBa (Hanpumep, TemnepaTtypa);

i) KOHCTPYKUMOHHbIE MaTepuansl, onpeaeneHHbie B 0bLLeM, KOTOpble KOHTaKTUPYIOT C pacTBOpamu;

j) vHdbopMaumio o 6akTepULMAHBIX BELECTBAaX U YUCTALLMX areHTax, KoTopble U3BECTHbI Kak COBMECTU-
Mble C Matepuanamu, NCMoNb3yeMbIMI B YCTPOUCTBE, a Takke UHopmaLmio 06 N3BeCTHbIX XMMUYECKUX Be-
LecTBax, C KOTOPbIMX MaTepuarbl, UICMOMb3yeMble B KOHCTPYKLIMU YCTPOWACTBA, HECOBMECTUMDI;

k) ecnun npumeHnMMo, MeToabl OUUCTKA U Ae3vuHdekunn obopyaoBaHNUs, BPEMEHHON UHTepBan Mexay
YncTKaMu U ge3nHMEKLMAMAU CUCTEMbI, 1 METOALI YAaneHUsl OCTaTOuHbIX 6akTepuunaHbIX BELEeCTB;

[) Apyrve MHCTPYKLMU MO 3KCnnyaTaumm n obcnyXvBaHuio, BKIoYasa pekoMeHayeMble npoueaypbl 1 pac-
nucaHue npodunakTuyeckoro obcnyxMBaHus, pekoMmeHgyemoe pacnucaHue KOHTpons, pykoBoACTBO MO Bbl-
SIBMEHUIO U YCTPaHEHW0 Hemnonagok nofb3oBaTerieM, CepBUCHYI0 MHOPMaLUIO, CNIMCOK PeKoMeHayeMblX
3anacHbIX YacTelt, NnpedynpexaeHus o NOCNeACTBUSAX NPU HEBLIMONHEHUW UHCTPYKLMKW MO 3KCNyaTauuu;

m) npeaynpexaeHne, 4To ecnv Nocre yCTaHOBKN U Nocneayowero UCnofb3oBaHus fitlobble KOMMOHEeH-
Thbl CUCTEMbI CMELUMBAHWSA KOHLLEHTPaTOB U3MEHSIIOTCA UM 3aMEHSIIOTCA, NONb3oBaTeNb AOMMKEH NPOBECTU CO-
OTBETCTBYIOLME UCTIbITAHUA 1 KanubpPOoBKY;

n) ecnv ncnonb3yeTcs ynbTpaduoneTosoe usnydyeHne, Heobxoaumel atansl 06CNYXMBaHWUA, Takne Kak
3aMeHa M YUCTKa UCTOYHUKOB N3My4eHUs npyu obcnyXMBaHUM CUCTEMBI.
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Mpunoxenne A
(cnpaBoyHoOe)

O6GocHoBaHMA AnA pa3paboTKu U NepecMoTpa HacTosLero cTaHaapra

A.1 O6nacTtb npumeHeHmsA

Cocrasnsiiowue, BKIIOYEHHbIE B 06NacTb NPUMEHeHUsl AaHHOTO CTaHAapTa, 3TO peareHTbl U YCTPONCTBa, HEO6X0-
AVMble NS Npou3BOACTBA KOHLEHTpaTa ANns remoananuaa. [laHHblii cTaHgapT OTHOCUTCS KaK K XUAKUM, TaK U K CYXUM
KOHUeHTpaTam. OH B NepBylo ovepeab OTHOCUTCSA K MPOM3BOAUTEINSIM, HO COAEPXKNT nornesHyo nHdopmauunio n ans
nonb3oBaTenem.

CucTeMmbl, KOTOpPbIE pereHepUpyIoT AUManuanpyowmii pacTBop, 3a c4eT NPorycKaHWs AManuaupyrowero pacteopa
Yepes CMCTeMy A1 BOCCTAaHOBIEHMSI UCXOAHOTO COCTaBa AWanuaupyloLLero pacTeopa, obinm cneumanbHO UCKITIOYEHbl U3
obnacTu gencTBUst 4aHHOTO MEXAyHapoAHOro cTaHaapTa.

KoHLEeHTpUpoBaHHLIE pacTBOPbI, UCMONb3yeMble NPU NPUIFOTOBIEHUN OUanu3upyIoLLLEro pacTBopa A1 remoauanv-
33, XMIKUE UIK cyxue, obLume unum cneumnarnbHbie, HAHMHAKT MCNONb30BaTLCS NPOdECCUOHANbHBLIM MOSb3oBaTeNem, 3ToT
KPUTUYECKUI KOHEYHBIV 3Tan NPon3BoAUTENb He KOHTponupyeT. [laHHasa AByXCTyneH4aTas OTBETCTBEHHOCTb MOXET Npu-
BOAMTB K NyTaHuLe B 06583aHHOCTSIX M OTBETCTBEHHOCTW BOBMEHYEHHbIX CTOPOH.

KoHueHTpaT, NoAroTOBMNEHHBIN N 3TUKETUPOBAHHbLIN COOTBETCTBYIOLUM 06pa3oM, MOXET UCMNONb30BaThCS B HE-
npaeunnbHOW KOMBMHaUWW; ANS AaHHOTO NauueHTa MOryT HE MCNOMNb30BaTbCs KOPPEKTHbIE ONUMK; HEKOPPEKTHOe 06-
CNY>XUBaHWe MOXeT NPUBECTU K 3arpsi3HEHUI0 KOHEYHOro Ananuaupyollero pacrsopa. Hukakoe o6opyaosaHue unu
cucTema He MOryT NpeoTBpaTUTh Unu n3bexartb AaHHbIX OWNGoK. TONbKO MHOPMUPOBAHHBIN U HAAEXHbIW creuuna-
TIUCT MOXET KOHTPONMPOBATb 9TU KOHEYHbIE 3Tanbl Npouecca. BepossTHOCTL YenoBevyeckon owmbku TpebyeT Yenose-
YeCKOro KOHTPOnS.

O1n obcToATENBECTBA NPUBOAAT K HEOBX0AUMOCTHU TOrO, YTOOEI NPON3BOANTENb MAPKUPOBAN KOHLLEHTPaTbl YeTKO,
MONHO U SICHO, Y AOKYMEHTUpOBan AOCTaBKy NpoAdyKTa v nepeaaqy OTBETCTBEHHOCTU 33 €10 NPUMEHEHWNE YUPEXAEHUIO NO-
nb3oBaTtensi u ero NpodeccMoHanbHOMy nepcoHany.

KnuHn4ecknin onbIT ACHO NoKa3ar, YTo HasHaYeHHbIe CNeUnanucTbl He MOMyT TOYHO 3HaTk konuyecTeo 6ydepa, ao-
6aBneHHOro Kak pe3ynbTaT NPUCYTCTBUST aueTaTta (B CNny4ae XuaKMx KOHLEHTPATOB) M aueTarta u YKCYCHOWM KMCnoTol (rma-
pokapboHaT HaTpusi) (B criydae Cyxoro KoHueHTpara). 91o gobaenser > 6 MOKB/N aHMOHOB, AMsl KOTOPLIX BO3MOXEH
meTabonnam ¢ o6paszoBaHneM Gukap6oHaTa, He3aBUCMMO OT NEPBOHAYAnbHO NPONUCAHHOW KOHLEeHTpauumn 6ukapboHara,
M MOXET NPUBOANTL K HEOXKMOAHHO BbICOKON KOHEUHOW KOHLEHTpauwmm bydepa.

XOoTA NpUHLMNManbHbIE NONOXEHUA HaNpaerieHbl Ha afiekBaTHoe 6e3onacHoe neveHne NauneHToB, aApyrue coobpa-
JKEHUs MOBIMANM Ha CoAiepXKaHne 4aHHOTO MeXAyHapOoAHOIro CTaHAapTa, TakMe Kak TeEOpPeTUYECKME ONacHOCTH, UMK oTAa-
NeHHbIe KPaTKOCPOYHbIE U AONTOCPOUYHbIE PUCKW. [emoamanna — aTo crioXHasi u goporas npoueaypa. CnegosarernbHo,
6blna NpeanpuHATa NONbITKa CO34aTh CTaHAAPTHI, KOTOPLIE COMMAacyloTcs ¢ pabounmn orpaHUHYEHUsIMU U yA06CTBOM UC-
Nonb30BaHWUSA BCEraa, Korga aTo BO3MOXHO. CTporne HoOpMbl 3ape3epBUPOBaHbI [irisi CEPbE3HbIX Tepanuii Unm Arist ocobex-
HOCTEN, KOTOpble yXe AOCTUXMMbI NPU HW3KOW Harpy3ke C MMHMMAarnbHbIM Heyaob6cTBoMm ansi onepatopa. bonee
cBo60ogHbIE HOPMBI BbIGpaHbI, KOrga pUCK Ana NauneHTa sIBNseTcsl He3HaunTernbHbIM unu dakrop 6esonacHocTn NpnéK-
XKaeTcs K orpaHndeHusim nmetoeroca o6opyaoBanusi, Tpebyetcst goporocTosiwas moaudukaums unm obecneqmeatotcs
CywecTBeHHble NpobneMbl Ansi onepaTopa.

A.2 TpeboBaHus

A.2.1 O6wme nonoxeHunn

A.2.1.1 O63op

OTobpakeHne ngeHTMUUNPYIOLWMX JaHHBIX U OCHOBHOW MHGOPMaUMK O COAEPXXUMOM cHabxaeT Heo6xoaumon nH-
chopmaumen nNo NCNONb30BaHMIO U CCbINOYHON MHOpMaumen n obecnevnBaeT NpocnexnsaeMocTb. Mcnonb3oeaHne 6u-
kapboHaTHOro Awanuaupylowero pacrteopa TpebyeT WCNoONb3oBaHUA ABYX KOHUEHTpauun npu  NPUroTOBNEHWUM
ANanu3vpyiowero pacTeopa, T. K. KOHUEHTPUPOBAHHLIN Kanbuuili 1 bukapGoHaT npy cMewnBaHMn BbiNagaT B 0CaA0K.
LLinpoko ncnonbayercsi TEXHONOrmsi ABONHOTO CMELWMBaHWs. PasnuyHbie CUCTemMbl CMELLUMBALOT B Pa3fNYHbIX COOTHOLWEHW-
ax (Hanpumep, 35X, 36,83X, 45X), a apyrve cucTeMbl UCMONb3YIOT HENOCPEACTBEHHO CyXON NOPOLWOK, M3 KOTOPOFro NonyYa-
10T HaCbILWEHHbIV pacTBOp. HekoTopble n3 3TMX KOHUEHTPaTOB coAepaT xnopua HaTpusi B GukapbGoHaTHOM pacTBope, 4TO
TpebyeT COOTBETCTBYIOLLEN KOPPEKTUPOBKMN A4S COOTBETCTBYIOLLETO AONOMHALWEr0 KUCMOTOCOAePKALLEro KOHLeHTpaTa.
OTa CNoXHOCTb aCCOPTUMEHTA MOXET NPUBOANTDL K NyTaHuue. B HacTosAwee BpeMn He CywecTByeT aAeKBaTHOIO KOHTPONSA
Ans obecneyeHuns TOro, YTO U3 HeENpPaBUNbHO NOA0BPaHHBIX KOHLEHTPaTOB He ByaeT NPon3BeaeHO KOHEYHOTO ANanuaupy-
IOWEro pacTBopa KOppPeKTHON 06LLen NPOBOAUMOCTH, HO HE KOPPEKTHOro cocTasa. lMonb3oBartens npegocteperaioT oT
TOro, 4Tobbl MoNaraTbCsl TONbKO HA U3MepeHUa NPOBOAMMOCTH, Ana obecneveHns GesonacHoCcTH, criegyeT paccMaTpu-
BaTb BCE peneBaHTHble hakTopbl, BKNOYasa pH. YTBepKAeHUe n UCNONb30BaHWe COOTBETCTBYIOWMX KOHLEHTPATOB Afs
NPOV3BOACTBA XenaeMoro ANanvanpylowero pacteopa siBrsieTcsl 0TBETCTBEHHOCTbIO nonb3oBarensi. [pu BbluMcneHnn
obLwero konuyecTBa OCHOBaHWI B KOHEYHOM AVanu3upyloem pacTBope, cnegyeT paccmarpuBaTth BKnag auerara (Mnm
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noGoro Apyroro opraHMYeckoro aHMoHa, gatoero 6ukapboHaT, Tak Kak OH MeTabonNuanpyeTcs) N3 KNCNOTOCOAEPKALLLErO
KOHUEeHTpaTa B AONONHeHun k BukapboHarty, cogepxawemycsi B BukapboHaTHOM KOHLeHTpaTe.

HekoTopble KMCNOTOCOAEPKALLME KOHLEHTpaThl, Hanpumep, Te, KOTOpble MMEKT B COCTaBe rapokapboHaT HaTpus
(cmecb, 06pa3oBaHHas M3 YKCYCHOM KUCMOThI M aueTaTta HaTpus), cogepkaT BorbLue opraHnyeckmx aHWOHOB, YeM TPaaNLMOH-
Hble KOHUEHTPaTbI. [1pK MCNONbL3OBaHMM OAHOMO M3 STUX KOHLIEHTPATOR, CredyeT yHMTbIBaTh 3HAYUTENBHOE YBENUYEHNE OCHO-
BaHWI, MOMyYeHHbIX M3 KMCMOTOCOAEPXKaLLero KoHUeHTparta, npu Bblbope KoHUeHTpaumm GrkapboHata Avanuaupyiowero
pacTBopa.

Takum o6pa3om, cTaHAapThbl Ha CUCTEMbI OCTaBKM GUKapGOHATHOIO AManuanpyoLWero pacTBopa AOMKHbl KacaTbest
KaK CUCTEMbI JJO3VPOBAHWS, TAK U CUCTEMbI KOHTPOINSA, a8 TakXKe YNakoBKW U 3TUKETUPOBaHUSI KOHLEHTPaTOB.

YunTbiBasi BEPOSTHOCTb HEKOPPEKTHOIO UCMONB30BaHWS KOHLEHTPaTa, Obino NPUHSATO pelleHre NogYepKHYTh Bax-
HOCTb 06Yy4YeHUs1 U NOArOTOBKM NONb3oBaTenel 1 onpeaenmTe TpebGoBaHUs K 3TUKETUPOBaHUIO.

Brkap6GoHaTHbIN Auanvanpyowmin pacTBOp MOXET yBENUYMBaThL 06pa3oBaHne 0caka v Hakvmnm B MyTsiX, NPoOBOAst-
LWMX AVanv3upyoLWmi pacTBoOp, BKIKOYAsh KOHTPONbHbIE anekTpogbl. PerynsapHasa adpdektmBHas uncTka nyTen, NpoBoas-
WMX Ananusnpylowmin pacteop, ocobeHHO BaxHa Ansi (OYHKUMOHANbHBIX XapakTepWUCTUK MaluuHbl. anodwunbHble
HGakTepmmn MOryT pa3aMHoXaTbCs B GUkapboHaTHBIX KOHLEHTpaTax, B TO BPpEMSs! Kak He M3BECTHO BaKTepui, pasMHOXaIoLWUX-
Cs1 B KUCNOTOCOAEPXKALLMX UIN aleTaTHbIX KOHLeHTpaTax.

Creundukaumm Ha obcnyxnBaHue, Cpok rogHOCTY U MUKPOGMOINIOrMYECKMIA KOHTPOSb AOMKHbI YCTaHABMNMBATLCS
KaXXAbIM NMOMb30BaTeneM B COOTBETCTBMUN C pEKOMeHZauMsiMu nponasoauTens. [MponssoanTeny AOMKHbI NpeJoCTaBNATh
NorHye MHOPMaLMIo U padyMHOE PYKOBOACTBO A1 CreLmanicToB B o6racTu 3gpaBooxpaHeHunst Arsi npovssoacTea 6e-
30MacHOro, COOTBETCTBYIOLWENO ANanvanpyroLero pacTeopa.

C HacTosWMMM TEXHOMOMMSAMK KOHeYHasi 6e30nacHOCTb SIBNsSieTCsl OTBETCTBEHHOCTLIO onepatopa no obopyaosa-
HUtO. [INsi 4OCTMXKEHNSA KOHEYHOIO YPOBHS 6830MacHOCTM, NepcoHan AomkeH GbiTb 06y4eH M NoaBepraTbCs KOHTPOro. 3TH
Mepbl SIBMSIIOTCS OTBETCTBEHHOCTHIO MEAMLMHCKOTO pyKOBOAUTENS NPorpaMMbl Avanusa.

AueTaTHbI KOHLUEHTpaT — 3TO0 YHUMDMLUMPOBAHHBIV KOHLEHTPAT, KOTOPLIN NCMONb3yeT auetar HaTpust, a He Bukap-
6oHaT B kavecTBa Gydepa. C pasBUTUEM TEXHOIOIMIA, YACTOTA MCMOMBb30BaHWUS aLleTATHONO KOHLIEHTpaTa CHUXaeTCs.

A.2.1.2 dunanyeckoe cocTosHME

KoHueHTpaTte! MoryT 6biTb NM60 B xuakow, Nnbo B cyxor dopme, B 3aBUCUMOCTU OT MX NPUMEHeHUs1. B HekoTopbix cnyda-
§IX, YaCTb KOHLIEHTPATOB XUAKME, 8 OCTABLUMECH B CyXOW hopMe; B APYIvX Cryyasix, CMomnb3yIoTCs ABa XUAKMX KOHUEeHTpaTa.

A.2.1.3 XKngkne koHUEHTpaTbl

BaxHo, 4ToGbl peanbHble KOHLUEHTpaLuy pacTBOPOB, COAEPKaLLUXCS B KOHLeHTpaTax, 6binmn HacTonbko 6rmsku, Ha-
CKOINBbKO 3TO BO3MOXHO, K 3HAYEHWAM, 3aABIEHHbIM Ha 9TUKETKe. XOTA 3Ha4MTerNbHbIE OTKITIOHEHUSI MOTYT ObITh ONacHbIMK
ANs nauneHTa, JoNycku meHee 5 % AN rMoKO3bl U BTOPOCTENEHHbIX KATUOHOB MOTYT ObITh NocrneaoBaTernbHO JOCTUMHY-
Tbl. [lanee, ecrnv 3TV KOMMOHEHTbI NPUCYTCTBYIOT B MarblX KONU4YeCcTBax, NpyMmeHnmo otknoHenme 0,1 mOke/n gnsi BTopoc-
TENEHHbIX KATUOHOB UMW 5 MI/4n Ans rMioko3bl, 3TU OTKNOHEHUs1 HeoBXoAMMbI AN yYeTa NPUCYTCTBUA 3TUX PACTBOPEHHbIX
BELLECTB B APYIMX UCXOOHbIX Matepuanax n orpaHu4eHunii Npym NPou3BOACTBE U NCTbITAHWMN.

A.2.1.4 Bopa

Bbino pelleHo, 4To gormkHa ObITb HEKOTOPAs YBEPEHHOCTb, YTO BOAA, MCMOrb3yemMas 415 NOAroTOBKM KOHLEHTpaTa,
He BHOCWT CyLLLECTBEHHOIO BKIaAa B YPOBEHb XMMUYECKOTO 3arpA3HEHs, MPUCYTCTBYIOLLENO B CAMOM KOHLeHTpaTte. CooT-
BETCTBEHHO, TpeboBaHus k Boge Obinm B3sThl M3 CO 13959,

A.2.1.5 Baktepuonorusi Gukap6oHaTHBIX KOHLUEHTPaToB

Bbino nokasaHo, 4To GukapboHaTHbIE KOHLEHTPaTbI CNOCOBCTBYIOT pocTy GakTepWi U NPeACTaBNAT ApYrue NCToY-
HUKM Ha4anbHoro GuosarpasHeHusi, cnocobHble BbICTPO yBenMuuBaThes nocne paseegerusi (Ebben [9]; Bland [8]). Mpus-
HaHWe 3TUX onacHocTel TpebyeT AOMNONMHWUTENbHBIX Mep NPeAOCTOPOXHOCTU MPW MPUTOTOBIIEHWMM, MOMELLEHUU B
KOHTEMHEpbl, XpaHEeHUU U BbICTPOM UCMONB30BAHWMM ANA NPeAoTBPAaLLEHUs) YPE3MEPHOro POCTa ranoguiibHeIX opraHus-
moB. CpeacTea, obecneunBatowme 6e30nacHOCTb AOMKHBI PEKOMEHA0BaTLCS NPOU3BOANTENEM U YCTAHABIMBATBLCSA U CO-
6ritogaTbesi NonbL3oBaTeNsIMU.

MHoro o6cyxagancs Bonpoc MCnonb30BaHUs NOAXOAsWmMX cpel U ycnoBuin uHkybauum kynetyp B GMkapboHaTHOM
KOHUeHTpaTe. B AaHHOM MexXayHapogHOM cTaHaapTe NpyvBedeH oauH npuemnemsiii metod. BmecTo aTanoHHoro metoza,
OnNMcaHHoro B 5.2.4, MOryT UCMNONb30BaTLCS APYrve MeTodbl, KOTOpbIE COrMacHO pe3yrbTaram UCMbiTaHWS NoKa3biBaoT, MO
KpariHen mepe, B OCHOBHOM 3KBUBAIEHTHbIE pe3yrbTarhbl.

BonbWWHCTBO MMKPOOPraHW3MOB HE PacTyT B KUCIOTOCOAEPKALLMX KOHLeHTpaTax W, criejoBaTernbHo, HeT Tpebo-
BaHUI K UCNbITAHMIO BbIXOOHOTO YPOBHS BakTepuii B KUCNOTOCOAepKalleM KOHLEHTpaTe.

A.2.1.6 O6bem 3anornHeHus

MocTaBLLVMK AOIKEH rapaHTMPOBaTh, YTO 06bEM COOTBETCTBYET 3TUKETKE U, CriefoBaTerNbHO, OXMOAHUSAM MOSb30-
Barens.

A.2.1.7 KayeCTBO XMIMNYECKMX 3NEMEHTOB

PekomeHpayeTcsi, UTOGbl BCE XMMMUYECKUE 3TIEMEHTbI COOTBETCTBOBaNU TpebGoBaHMAM NPYMeHNMbIX hapMakonen.
MpenenbHOe coepXaHue HaTpusi, Kanws, kKanbuusi, MarHusa 1 pH mMoryT BbITb NPEBbILWEHbI, NPY YCOBUM, YTO UX MPEBbILLEe-
HMe KOMMEeHCUpPyeTCs B KOHEYHOM COCTaBe. Tak Kak 3TV MOHbI 06aBnsoTCs B KOHEYHbIV COCTaB, BO3MOXHO BHECTU HEKO-
TOpble KOPPEKTUPOBKW AN KOMMEHCALMMN 3TUX MOHOB 6€3 HanoXeHUs orpaHNYeHNn COOTBETCTBUSI TPEOOBaHMAM.
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Taike yunTblIBAETCSl, YTO Ha 3TUKETKE JOMKHO ObITh YKa3aHo, UCNOMb3YIOTCS MK 3TU XMMUYECKUE BELLLECTBA B FreMo-
avanuse. T. K. Tpe6OBaHWsA K 3TUKETUPOBaHMIO HE OTPaKaloT BCEX M3MEHeHWI B cneuudukaunsax dapmakornem, Guino pe-
LWEHO, YTO 3TK TPpeBOBaHMSA He yNy4LaloT Ka4eCTBO NpoayKTa.

A.2.1.8 [obaBkn — «npucagkm»

Bce BelliecTBa KOHEYHOTO KOHLEHTPAaTa AOMKHbI ObITh Yka3aHbl HA 3TUKeTKe Tak, YToObl Nonb3oBaTens Mor onpeae-
TNNTb TOYHbIV COCTaB NPOAYKTA, T. K. NMIOGON KOMMOHEHT KOHLEHTPaTa MOXeT NPOHUKATb B KPOBEHOCHLIN NOTOK. KoHcepBaH-
Tbl UMM MHAWKATOPb!, NPUCYTCTBYIOLME B KOHLEHTpaTe, AOMXKHbI ObITb YKasaHbl Ha 9TUKETKE.

A.2.1.9 KoHTenHepsbl

BellecTBa 13 KOHTENHePa, 3arpsI3HsitoLWmMe KOHLUEHTPaT MOTyT NPOHMKAaTL B NAUMEHTA BO BPEMA AUann3a n MoryT Ha-
HOCWTb Bpef nauueHTy. CriegoBaTenbHO, AOMKHBI UCTIONB30BaTHCA OTHOCUTENBHO MHEPLMOHHbIE KOHTEWHEpPb!, KOTopble
He BINUSIIOT HA KOHLEHTPALMIO UM YUCTOTY KOHUEHTpaTa.

A.2.1.10 YpOBHM 3HAOTOKCUHOB

KOHTpOmb 3HAOTOKCMHOB B KOHLEHTpaTe BaXeH ANs NpeaoTBpalLeHNs MMPOreHHbIX peakumi y naumeHTa Bo Bpemsi
avanunsa. lNpegen sHOOTOKCMHOB CUMTAETCS CYLLECTBEHHBIM AN BOALI U AManU3npyIoLLLEero pactTeopa, T. K. CyWeCcTBYIOT
JoKasaTenbCTBa, YTO NMPOreHbl N3 ANanuanpyrowero pacTeopa MoryT nepegaeatbes nauneHTy. MNpeaen 6bin ycTtaHoBNeH
B ICO 11663, T. K. KOHEYHBIN AMANU3NPYIOLLMIA PACTBOP OKa3biBAET MaKCUManbHOE BNUSHUE HA NauueHTa U AUanuanpyio-
LM pacTBOP — 3TO KOMOMHaLMS MHOMMX (DAKTOPOB, TakMX kak bakTepuanbHoe COCTOsIHUE KOHUeHTpaTa, BoAabl M YMCToTa
MaLUUHbI ANs AManusa u niobbiX COOTBETCTBYIOLLUX CUCTEM pacrpegeneHus.

A.2.1.11 KoHueHTpaThbl, gocTaensieMmble B GonbLION Tape

HocraBka KOHUEeHTPaToB B 60MbLLON Tape CTAHOBMTCH OOLLENPUHATON B HEKOTOPbLIX CTpaHax. ATo NpakTuka BneveT
3a coboln HannuMe OTBETCTBEHHOCTM, KaK Nonb3oBaTens, Tak u npounssoguTens. Mpu ocywecTBNeHWN 4OCTaBKMU KPYNHOW
Tapow, NpoaykT pacnpeaensieTcsi B 6onblme HakonMTenu Ans XpaHeHnsa U OpUrMHanbHasn aTUKeTKa yTpaqmeaeTtcsa. O6cny-
XMBaHWe HakonuTenewn obbIYHO SBNSIETCH OTBETCTBEHHOCTBLIO Nonb3oBaTtensi. HakonuTtens u ceasaHHan Tpy6onpoeogHas
cucTema JOMXKHbl Nepuognyeckn YNCTUTLCS U Ae3MHMULUPOBATLCA B COOTBETCTBUM CO CTaHZ4APTHLIMW Npoueaypamu.
CnepnyeT o6pawaTtb BHMMaHKe Ha obecneyeHne Toro, YToO KOPPEKTHBIN COCTaB NoMeLwaeTcsi B NPaBUbHbLIA HAKONUTENb.

Vcnonb3yeTcst MHOMO pasnuyHbIX MyTen OCyLWeCTBNeHWUs1 AOCTAaBKU KpYNHOW Tapoi. Bbino pelweHo, 1To Touka nepe-
Jaqn pacTBopa KOHLUEHTpaTa — 3TO TOYKa, B KOTOPOW OTBETCTBEHHOCTb 3a ero 3TMKeTMPOBaHUE U LeNOCTHOCTb Nepexo-
AWT Nnonb3oBaTtento. 3T N3MeHeHNe AOMKHbI ONpeaensTbCsl NMCbMEHHBIMU Npoueaypamn.

Ecnn KoHUeHTpaT AoCTaBnsieTcs KOHEYHOMY MOSb30BaTENiO0 KPYNHOW TapoW, Nonb3oBaTent AOMKEeH NPUHUMATL
Mepbl Mo 06ecneYeHnto TOro, YTO KOPPEKTHBIM COCTaB AOCTABIISIETCA B NPaBUNbHLIN HakoNUTenNb Ana xpaHenus. JomxHa
6bITe OhopMIeHa MMCbMEHHasA AOKYMEHTAUUS NO KOPPEKTHON AOCTaBKE M TOUKe Nnepegaqyn OTBETCTBEHHOCTHU.

A.2.1.12 Cucrtembl reHepaTopoB KOHUEHTpaTa

Kak TexHonorn4eckuii Nporpece, HEKOTOPbLIE NPOM3BOAUTENN AENalT CUCTEMbI NPUIOTOBITEHUS KOHLIEHTPAaTa, KOTOo-
pble rOTOBAT PAcTBOP AN MCMONb3OBaHUsI B MaLLMHE Ansi Avanuaa. bbino peleHo, Yto atm cuctemsl crielyet 406aBuTh B
OaHHbBIA MeXayHapOAHbIN cTaHAapT. 3TN CUCTEMbI NPOU3BOASIT KOHLEHTPUPOBAHHYIO CYCMEH3UI0, KOTOPasl AMHAMUYECKU
CMELLUMBaEeTCH C KUCMOTOCOAEPKALUMM KOHLIEHTPATOM B MalUMHe st Avanu3sa. T. K. CMeLUMBaHWe NPoU3BoANTCS AUHAMU-
YeCKM, 3TV KAHUCTPbl MOTYT MCNOMNB30BATLCA PA3NUYHBIM COOTHOLLEHWEM coaepkanust kmenoT (36,1X n 45X). CumBonsl Ha
3TUX 3TMKETKaX CHMTaloTCa HeobA3aTenbHbIMM U, BO3MOXHO, BBOOSALMMU B 3abnyxaeHve n3-3a ux HeogHo3HavyHocTu. Tak
KaK COeVHSIIOLLME INEMEHTBI MOTYT OTNMYATBLCH, CHUTAETCS], UTO HEOBXOAMMO ONpeAenuTL C Kakol MalLUMHOW MOryT Uc-
Nonb30BaTbCH KAHUCTPBI.

CurcTembl reHepaToOpoB KOHUEHTpaTa He MOTYT UCTONb30BaThCsl C HEKOTOPLIMU I03UPYIOWLMMY CUCTEMAMK, TAKUMK
Kak cmctemsl 36,83, B kOTOpbIX GMKapboHaT HATPUA CMELLMBAETCs C XIIOPUAOM HATPUs, T. K. HET BO3MOXHOCTU onpepe-
NWTBb, YTO BbIAEPXKAHO COOTHOLWEHUE pacTBopeHnsa GukapboHaTa HaTpust U Xrnopuaa HaTpusi.

OTBETCTBEHHOCTb NPOM3BOANTENSI MaLMHBI — pa3paboTaTb M NPOM3BECTU MALLMHY AN AUanu3a, BKIoYas BCe He-
o6xoaumble Nnpoeepkn 6e30NacHOCTU A4ns rapaHTMm TOro, YTO cUCTEMa AocTaBnseT 6e3onacHbii U 3DEKTUBHLIN gnanu-
3upylowmi pacteop ans guanusa. Ecnv Heobxogumo, fomkHbl 6bITb NpegycMOTpeHbl UNLTPLI A NpefoTBpaLeHns
NPOHUKHOBEHUSA B NOTOK AMaNU3NPYIOLLEro pacTBOpa HEPACTBOPEHHOIO MOPOLLKA.

A.2.2 NMponssoacTBeHHOe 060pyaoBaHne

A.2.2.1 Obwme nonoxeHus

HeTOKCMYHOCTL KOHCTPYKUMOHHBIX MaTepuarnoB Ansi NPOM3BOACTBEHHOIO 060py10BaHUsi — 3TO OCHOBHOW Cnoco6
npeaoTBpaTUTL 3arpsa3HeHne KOHUeHTpaTta. B HacTosiee Bpemsi 4OCTYNHbI AaHHbIE, MOKa3biBaloLwWwme, YTO Matepuansi,
OAHaXAbl NPUHATBIE KAK UHEPTHBIE, MOTYT OblTb TOKCUYHBIMM NMPU UX NPUMEHEHUN (Hanpumep, BoilLenavmBaHue meau us
MeaHbIX Tpy6, ocobeHHO Npy HU3KoM pH, KOTOPOE MOXET BO3HWKHYTb NPU UCTOLLLEHWUM AenonusaTtopa). dpyme matepuansl
6bINM OTMeYeHbl Kak OnacHble ANs naumeHTa (HanpuMep, Meab, NaTyHb, UWMHK, ranbBaHU3MPOBaHHbIE MaTepuansl U anio-
MUHUI), N UX Takke cnegyeT usberarb. HEKOTOPbIE XOPOLLIO N3BECTHBIE HE TOKCUMYHbIE Marepuarsl BKNOYaloT onpeaeneH-
Hble COCTaBbl HEPXXABEIOLLEN CTamnM, CUITMKOHOBYIO Pe3uHy, 60pocunmukaTHoe CTeKro, NorvnponuiieH, NONUBUHUNXNOPUA,
NONW3TUNEH BbICOKON NNOTHOCTU U nonuteTpadTopatuneH. ONacHOCTb KOHCTPYKUMOHHBLIX Marepuanos BO3HUKAEeT B pe-
3ynbrare AnMTenbHON HaKannMBaloLWencsl TOKCUYHOCTM.

A.2.2.2 YpoBHU SHOOTOKCUHOB

TpebyeTtcs, 4TOObI KOHLEHTPaLUs 3HAOTOKCMHOB B Gukap6oHaTHOM KOHLeHTpaTe Gbina Takon, 4Tobbl Npu ero cme-
LWMBaHUM C BOAOW B COOTBETCTBYIOLLEN MPONOPLUMU, NOSNYYMBLUMIACS ANANTM3NPYIOLLMIA pacTBOP YOOBNeTBOpsin TpeGoBaHu-
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am kavectBa NCO 11663. Tak Kak SHAOTOKCUHbLI B KOHEYHOM AManuavpylowem pacTeope MOryT BblTb NonyYeHbl Kak U3
KOHUEHTpaTa, Tak 1 U3 BOAbl, credyeT, 4Tobbl Boga, crnonbayemas Ans passefeHuns KOHLeHTpaTa Ans UCNbITaHWUA Ha SH-
OOTOKCHHBI, cogepKana MmakcuMarbHbIV AONYCTUMbIN YPpOBEHb 3HAOTOKCUHOB, gonycTumMbii MCO 13959, 4Tobbl KOHEUHbIN
AvanvanpyoLwmin pacteop cooteeTcTBoBan TpebosaHusim MCO 11663 B ycrnoBusx HamxygLuero ucnonHexusi. Mogpasymve-
BaeTCH, YTO BOAA, UCTONb3yemasi Ansi CMELLMBaHUA NOPOLLKA ANA ncnelTanus, MoxeT cogepxatb 0,25 EU/mn sHgoTokew-
HOB. [lpakTu4yeckn HEBO3MOXHO MPUroTOBUTL BOAY, COAepXallylo 3afaHHbli ypOBeHb SHOOTOKCUMHOB, KpPOME TOro,
OLeHMBaeMas KOHLEHTpaLmMs SHOOTOKCUHOB MOXET U3MEHATLCA Npy fobaBneHMn NOHOB M3 KoHUeHTpaTa (o6pa3oeaHune
arperaToB).

A.3 3TukeTnpoBaHMe

A.3.1 O6wmne nonoxeHunna

CyliecTByloWwue HOpMaTUBHbIE aKTbl YCTaHaBNMBaoT obwme TpeboBaHUS K 9TUKETUPOBaHNIO BCEX MEeANLIMHCKUX
M3dernuvi, BKITIOYas Takyo MHAOPMaLMIO, KaK HAMMEHOBaHUe M aapec NPOV3BOANTENSA, CEPUMHBIN HOMEpP. Tem He MeHee,
6bINO peLeHo, YTO U3BbITOYHOCTL AaHHbLIX TpeboBaHWIi NpegnoYTUTenbHee nponycka u TpeGoBaHns, cxogHble ¢ MHop-
mMauuen, onpegeneHHon Apyrumy HOpMaTUBHbBIMU JOKYMEHTaMK, Obinn BKITIOYEHD.

A.3.2 Tpe6oBaHMA K ITUKETUPOBAHUIO XNOKUX KOHLEHTPaTOB

HaHHas cneunanuavpoBaHHasi MHpopmaLums NpuBeaeHa Ans KOPPEKTHOIO UCMONb30BaHWA KOHLEHTpaTa gnsa remo-
Auanuaa, NocTaBnsAeMoro B XUAKoM Buge. TpeboBaHue 3awmThl OT YpE3MEPHOTO OXMaXAeHUs], TAaKKe Kak U TpeGoBaHue
3aLMTbl OT YPE3MEPHOro HarpeBa paccMaTpUBanuch, HO GbINO OTMEYEHO, HTO YCIOBKE TLATENbHOTO NepemMeLlnBaHns ne-
pea VCrnonb3oBaHWeM 3alMTUT OT UCMONB30BaHWA KOHLEeHTpaTa, KOTOPbIN Bbln nogBepkeH 3kCTpemanbHOMY oxnaxae-
Huto. Bonee Toro, 3awmrta OT Cny4YaWHOro WUCMOMb30BaHUS HEKOPPEKTHONO pacTBopa M3-3a CXOXKECTU KOHTEWHEpOB
CUNTaBTCH KpamHe BaXKHOWN.

He naBecTHbI cny4an MMPOreHHbIX peakumi, BbI3BaHHbIX MMPOreéHamMmn KNCIMOTHOW YacTh KOHLEeHTpara. Takke cylec-
TBYET BEPOATHOCTb, YTO KUCMOTHbIN KOHUEHTpaT AeakKTMBUpyeT NUpOreHbl N3-3a HU3KOro pH.

A.3.3 Tpeb6oBaHWA K 3TUKETUPOBAHWNIO KOHLIEHTPATOB Ha OCHOBE MOPOLLKa

M3BecTHO, 4TO GUKapboHaTHLIN KOHUEHTpaT cnocobGeTByeT pocTy GakTepuwi. [ipyrue AaHHbie nopaepxueaioT akT,
YTO eCrv KOHTeNHep He Bbin KOPPEKTHO OYULLEH U AE3MH(MUUPOBAH, OCTaTOYHbIN GUKapGOHATHLINA KOHLEHTPAT Croco-
6cTByeT pocTy BakTepuii. O6bIYHO NPOU3BOANTENMW PEKOMEHAYIOT CPOK FOAHOCTM AN MUHUMMU3ALIMK CllyYaeB BO3HUKHOBE-
HUsi pocTa GakTepuii. 3TOT Npegen JAoMmKeH TOYHO cobnoaaTeCs Nob3oBaTenem.

OTuKeTKa AOMKHA BKIOYaTh MHCTPYKLUM MO TOMY, YTO credyeT uaberare BO3ZeNCTBUS YUpe3MepPHbIX TeMnepartyp u
AepxaTb KOHTEWHep TwaTenbHO U30NMPOBaHHBIM BO BpeMsi ucrnonb3oBanusl. Ecnu ucnone3yetcsi 6ukapboHar, fOMmKHO
6bITe BKIIOUYEHO NpedynpexaeHne, YTo Boda, cogepxaluas gaxe npuemnemoe umcno 6aktepui, aobaenserca B cpeay,
KOTOpas MOXeT cnocobCTBOBaTE pocTy GakTepuii U, criegoBaTenbHo, cneayeT NPoBOAUTL Npoueaypbl Ans obecneveHns
MUKpoBronornyeckon 6e3onacHoCTV. B MHCTPYKLMU MOTYT NpeanaratbCsl MeTOAbl, TakMe Kak ynydleHne KavecTsa Bogbl
UIW KOPOTKMIM Nepuog XpaHeHus,, u crnegyet, YToObl peKoMeHA0BanocCk, YTo6bl KOHTENHEP BbIN YMCTLIM U HeAABHO AE3UH-
duumpoBarncs. AnnapaTypa 4nsi cMelunBanust GukapboHaTa AoMKHa Takke Ae3nHPULMPOBaTLCS Yepe3 COOTBETCTBYIO-
LMe HTEepBarbl, B COOTBETCTBMM C MHCTPYKLMAMU NPON3BOAUTENS.
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Mpnnoxenne OA
(cnpaBo4Hoe)

CBefeHUs1 0 COOTBETCTBUU CChINOYHBLIX MeXAYHapoAHbIX CTaHAapToB
HauMoHanbHbIM cTaHgapTam Poccuinnckon degepauum

Tabnuua pOA.1

O6o3Ha4eHne CCbINOYHOro CTeneHb 0603HavYeHe U HAUMEHOBaHWEe COOTBETCTBYIOLLENO HALMOHANBHOIO

MeXAyHapoaHoro ctaHaapTa COOTBETCTBUS cTaHgapTa

MNCO 13959 — *

MNCO 11663 — *

M3K 61010-1 — *

M3K 60601-1:2005 IDT [OCT P MOK 60601-1—2010 «W3genus meguuUUHCKME
anektpudeckne. Yactb 1. O6wme TpeboBaHusA 6e30MNacHOCTU C
YY4E€TOM OCHOBHbIX (DYHKLUMOHAMBHBIX XapakTepuCTUK

TCTBUSI CTaHgapTa:
- IDT — naeHTnYHbIM CTaHdapT.

* COOTBETCTBYIOWUIA HALMOHaNbHBIN CTaHA4ApT oTcyTcTRYyeT. [1o ero yrBepxaeHusi pekoMeHayeTcsl UCnonb3oBaTh
nepeBo Ha PYCCKMI A3bIK AaHHOIO MeXAyHAapOAHOro cTaHaapTa. lepeBoa AaHHOro MeXayHapoaHOro cTaHaapTa Haxo-
autes B PegepanbHoM MHOPMaLMOHHOM (DOHAE TEXHUUECKUX PErNaMeHTOB U CTaHOapTOB.

MpumedaHne—B HacTosAWwel TabMUE UCNONB3OBAHO CredyioWwee YCroBHoe 0603HaYeHe CTeNeHN COOTBE-

[1] UCO 15223-1

[2] NCO 15223:2000/Amd 1:2002

[3] NCO 15223:2000/Amd 2:2004

[4] VCO 23500

[5] M3K 60601-2-16

Bubnuorpadua

MepguumHckne yctpoiicTBa. CMMBOMbI, UCMONb3yeMble Ha SPrblKax MeAMLMHCKUX
YCTPOWCTB, NP MapkMpoBKe U B NpegocTaBnseMon nHgopmaumu. Yacts 1. O6wme
Tpeboanus (ISO 15223-1 Medical devices — Symbols to be used with medical
device labels, labelling and information to be supplied —Part 1: General
requirements)

MepguumHckne yctpoiicTBa. CMMBOMbI, UCMONb3yeMble Ha SPrblKax MeAMLMHCKUX
YCTPOWCTB, NP MapkMpoBKe U B NpegocTaBnseMon nHgopmaumu. Yacts 1. O6wme
TpeboBanusi, Jononuenne 1 (ISO 15223:2000/Amd.1:2002 Medical devices —
Symbols to be used with medical device labels, labelling and information to be
supplied — Amendment 1)

MepguumHckne yctpoiicTBa. CMMBOMbI, UCMONb3yeMble Ha SPrblKax MeAMLMHCKUX
YCTPOWCTB, NPU MapkMpoBKe U B NpegocTaBnseMon nHgopmaumm. Yacts 1. Obwme
TpeboBanusi, JononHenne 2 (ISO 15223:2000/Amd 2:2004 Medical Devices —
Symbols to be used with medical device labels, labelling and information to be
supplied, Amendment 2)

>Kvgkoctn ansa remogmanusa u conytcTBytowen Tepanuu (ISO 23500, Fluids for
haemodialysis and related therapies 1)

MepguumHckoe anekTpooGopypoBaHve. Yacte 2-16. CneumnanbHble TpeboBaHUs K
ocHoBam 6e30MacHOCTU U OCHOBHbIM pabounm xapakrepucTrkam o6opyaoBaHusi ons
remoguanmaa, remoamacuneTpaumm n remocunstpauum (IEC 60601-2-16, Medical
electrical equipment — Part 2-16: Particular requirements for basic safety and
essential performance of haemodialysis, haemodiafiltration and haemofiltration
equipment)

[6] ALFREY, A.C. and SMYTHE, W.R. Trace element abnormalities in chronic uremia. Proc. 11th Ann.Contractors Conf.
(Artificial Kidney-Chronic Uremia Program, NIAMDD) pp. 137—139, 1978
[71 American Public Health Association, Standard Methods for the Examination of Water and Wastewater, (21 st ed.).

Washington, D.C., APHA, 2005
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[8] BLAND, L.A., et al. Potential bacteriologic and endotoxin hazards associated with liquid bicarbonate concentrate,
Trans. Am. Soc. Artif. Int. Organs. 33, pp. 542—545, 1987

[91 EBBEN, J.P., et al. Microbiologic contamination of liquid bicarbonate concentrate for haemodialysis, Trans. Am. Soc.
Artif. Int. Organs, 23, pp. 269—273, 1987

[10] European Pharmacopoeia, 5t ed. European Pharmacopoeia Commission, Strasbourg, 2005

[11] KESHAVIAH, P., LUEHMANN, D. and SHAPIRO, F. et al. Investigation of the risks and hazards associated with
haemodialysis systems (Technical Report, Contract #223-78-5046), Dept. of Health and Human Services, Public
Health Service/Food and Drug Administration/Bureau of Medical Devices, Silver Spring, MD, June, 1980

[12] U.S. Environmental Protection Agency, Methods for Chemical Analysis of Water and Waste (EPA-600-4-79-020)
(Revised March 1983) Environmental Research Center, Environmental Monitoring and Support Laboratory, Cincinnati
(Ohio), 1979

[13] U.S. Environmental Protection Agency, Methods for the Determination of Metals in Environmental Samples,
Supplement 1 (EPA-600-R-94-111) Environmental Monitoring Systems Laboratory, Cincinnati (Ohio), 1994,
http://www.epa.gov/OGWDW/methods/methods.html

[14] U.S. Environmental Protection Agency, Safe Drinking Water Act, 1996 (Public Law 104-182).Washington, D.C., EPA,
1996

[15] United States Pharmacopeia, United States Pharmacopeia-National Formulary (USP 26-NF 21), Rockville, MD, United
States Pharmacopeial Convention Inc., 2003
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