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IIpeauciaosue

Le w1, OCHOBHBIC IIPUHIUIBL K HOPSJIOK IMPOBCACHHS PAOOT MO MEKTOCYAAPCTBEHHOH CTAHAAPTH3ALIMH
yeranoBiiensl [OCT 1.0—92 «MexrocyaapcrBeHHas ciucrema craHaapTusaiui. OCHOBHBIC MONOMXKEHHA» U
I'OCT 1.2—2009 «MexrocyzapcTBeHHas cucreMa craHaaprusaiuy. CTaHZapThl MEKTOCyJapCTBCHHBIC,
mpaBuiia ¥ PEKOMCHAAIMM IO MEXKTOCYAAPCTBEHHOW cranxapruzauuu. IlpaBumna pa3paboTku, mpHHATHS,
MPHUMCHEHH ST, OGHOBIICHHSL 1 OTMEHBI)

CeeneHns o craHzapTe

1 TIOATOTOBJIEH ®eaepainsHbiM rOCYAAPCTBCHHBIM YHUTAPHBIM TIpeanpusitieM «Bcepoccuiickuit
HAyYHO-UCCICAOBATCABCKUN HHCTUTYT CTaHAAPTH3AMH W CePTUGMKAMH B  MANIHHOCTPOCHHH»
(BHUMHMALII)

2 BHECEH ®e¢aepaapHBIM arcHTCTBOM IO TCXHHYCCKOMY PETYIHPOBAHHMIO H  METPOJIOTHH
(PoccTranmapr)

3 TIPUHST MexrocyJapcTBEHHBIM COBETOM IO CTaHAAPTH3ALUM, METPOJOTHH H cepTHUKaLNH
(mporoxon Ne 41-2012 ot 24 mas 2012 r.)
3a mpuHAITHE CTaHIAPTA MPOTOIOCOBAIH:

Kparkoe HarMeHOBaHME CTpaHEI IO Kop crpansr no COKpALICHHOE HAMMCHOBAHHE
MK (UCO 3166) 004—97 MK (UCO 3166) HALWOHATBHOTO OpraHa

004—97 IO CTAHAAPTH3ALNH

Azepbatimkan AZ AscraHaapT

Apmenus AM ApmMroccranmapt

Bemapyce BY Toccrangapr PecyGmuku benapyce

Kazaxcran Kz T'occrangapr Pecry6miku Kazaxcran

Keipremcran KG Kemprerzcrangapr

Moszosa MD Monnosactanaapt

Poccuiickas ®eneparms RU Poccrangapr

Tamxuxucran TJ TamxukcTaHaapT

Y30ekuctan (84 VYacranmapr

YkpauHa UA T'ocnorpeberanmapr Y kpausst

4 Tlpuxazom ®@enepanbHOrO areHTCTBA IO TEXHUYECKOMY PETYJIMPOBAHUIO M METPOJIOTHHM OT
19 nexabps 2012 r. Ne 1929-ct mezkrocy napersensstii crangapr 'OCT ISO 8637-2012 BeexaeH B aeiicTBHC B
KaueCTBE HAIMOHAIBHOTO cranzapTa Poccuiickoit Deaeparmu ¢ 1 supaps 2015 r.

5 Hacrosimumii cTaHAapT HWACHTHYCH MexxayHapogHomy cranaapry ISO 8637:1989 Haemodialysers,
haemofilters and haemoconcentrators (I'eMoauanu3aTopsr, reMOGUIBTPEL H TEMOKOHLICHTPATOPSI).

Crenenp cootBerctus — uaeHruuHas (IDT).

CBeIcHUsS O COOTBETCTBHM MEXKIOCYJAPCTBCHHBIX CTaHAAPTOB CCHIIOYHBIM MEXKAYHAPOIHBIM
CTaHAAPTAM MPUBCACHBI B JOIIOTHUTSIIBHOM mpunoxeHun JA.

Crangapt noarorosineH Ha ocHoe npumveHerms 'OCT P UCO 8637-99

6 BBEJIEH BITEPBBIE

Hugopmayua o eeedenuu e oelicmeue (npexpaujeHuu Oelicmeus) HACMOAWe20 CcmaHoapma
nybnuxyemes ¢ yrkazamene « Hayuonanonvie cmanoapmut .

Huopmayus 06 usmenenusx x Hacmosujemy cmawoapmy nybaukyemcs 6 ykazamese
«Hayuonanvnvie cmanoapmory, a mexcm usmenenuil — 6 unpopmayuonnvix ykasamensx «Hayuonanwhvie
cmandapmuly. B cnyuae nepecmompa uiu  ommenvl HACMOSWE20 CMAHOAPMA  COOMEEmCmEYIouas
unghopmayus 6ydem onybruxosana ¢ ungopmayuonnom ykasamene «HayuonanvHoie cmanoapmor »

© Cranaaprundopm, 2013

B Poccuiickoit Deaepamuu HACTOSAIME CTAHAAPT HE MOXKET OBITh MOJHOCTBIO HIIM YaCTHIHO
BOCIIPOM3BE/CH, THPLKHUPOBAH M PACIPOCTPAHEH B KadecTBE OGMIMAIBHOrO M3ZaHUi Oe3 paspeIlcHUs
denepanbHOro areHTCTBA MO TEXHUUESCKOMY PETYIHPOBAHHIO  METPOJIOTHH
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BBeneHnune

Hacrosmin  cTaHaapT  pacnpocTpaHAeTCA Ha  YCTPOMCTBA  OfHOKPAaTHOro
NPUMEHEHNS, npegHasHa4YeHHble  ANA  remMoananvsa, remocunsTpaLum 1
reMokoHLeHTpaLmn. MNpusBeaeHHble B HAaCTOAWEM cTaHaapTe TpebosaHms K yCTponcTBam
cnocobcTByOT obecnedeHmio nx 6e3onacHom 1 3heKTUBHON 3KCnyaTaLmm.

YcraHoBneHo, 4YTO HeuernecoobpasHo onpeaensTb CBOWCTBA KOHCTPYKUMOHHBIX
MaTepuanoB yKasaHHbIX YCTPOWCTB, @ TakKe yCTaHaBnuMBaTb METOAbl WCMbITAHUA Ha
OMOCOBMECTMMOCTb, CTEPUMBHOCTb, anMPOreHHOCTb W HEeKOTOPbIe 3KCNNyaTaunOHHbIE
XapaKTepUCTUKN YCTPOWCTB. [0STOMY HacToSAWMIA CTaHaapT TpebyeT, YTobbl MaTepuansi,
13 KOTOPbIX M3roTaBNMBaIOTCA YCTPOMCTBA, Bbinn UCMbITaHbI, U HOpMaLMsa No MeEToAaM
3TUX WUCMbITAHAA W NONYYEHHbIM pe3yrnbTatam npepocTaenanacs no 3anpocy. B
HaCTOsILLEM CTaHAapTe He ONPEeAEnAOTCA U HE YCTaHaBNMBAOTCA NpeaenbHble 3Ha4YeHns
3KCMIyaTaLUOHHbIX XapaKTepuCTHK YCTPONCTB OZHOKpaTHOro NPUMEHeHNs,
npesHasHayYeHHbIX ANsi remoananusa, reMounbTpaLmmM 1 reMOKOHLIEHTPaLMK, NMOCKObKY
noao6Hble orpaHMyeHust He TpebyloTca ANA KBanMUUMPOBAHHOTO NONb30BaTens u CysaT
ansTepHaTuBy BbiGopa aHanorMyHoro yCTpomucTea Ans cneumngruyeckoro NpMMEHEHs.

Mpn paspaboTke yCTPONCTB OLHOKPATHOrO MPUMEHEHMUSA, NMPefHasHa4YeHHbIX ANA
reMogmanusa, remodunbTpauMnm W reMOKOHLEHTpauuW, HeobXOoAMMO Y4YuTbIBaTb
KOHCTPYKTUBHYIO COBMECTMMOCTb B YacTU COEAMHEHWUIN UX KPOBOMPOBOASALLMX MONOCTEN C
KpOBOMPOBOASILLUMM MarucTpansiMu, oroBopeHHsIMU B 1ISO 8638.

KOHCTpykUMsa 1 pasmMepbl 3TUX COeAWHEeHWN BbibpaHbl Takum obpasom, 4Tobbl
CBECTM K MUHMMYMY PUCK YTEYKM KPOBM M nonafaHus Bo3gyxa. CoeguHeHusa no

ANanvanpytoLiemMy pacTeopy paccyuTaHsl Ha CoeanHMTENn XaHceHa unu YonTepa.

v
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MEXKITOCYJIAPCTBEHHBIN CTAHJXAAPT

I'EMO/JUAJIN3ATOPBIL, TEMO®WIbTPBI U TEMOKOHIEHTPATOPBI
Texnnueckue TpeGOBaHNSA H METOAbI HCTILITAHMIT

Haemodialysers, haemofilters and haemoconcentrators.

Technical requirements and test methods

Jara seeaenns — 2015-01-01
1 O6aacTb npuMeHeHust

Hacrosmmii cranaapr ycTaHaBiuBaeT TpeOOBaHMS K  KaTYLICUHBIM,
TUTACTHHYATBIM M KAMMDIAPHBIM TeMOIUAIM3aTOPaM, a TaKkke TreModunbTpaM H
FeMOKOHIIEHTPaTOpaM (J1ajiee — yCTPOICTBA), MPESTHASHAYCHHBIM YIS OJJHOKPATHOTO
IIPUMEHEHUS.

Hacrosmmii  ¢cTaHAapT HE YCTaHABIMBACT TAPAMETPHl KOHCTPYKIMOHHBIX
MaTepHaioB, METOIbI HCIBITAHHSA Ha OHOCOBMECTHMOCTb, OLIEHKY CTE€PHIbHOCTH,
aMMPOTCHHOCTH W OT/ICJIbHBIE YKCILTYaTAllMOHHBIE XapaKTEPUCTUKH YCTPOMCTB.

Hacrosmmii craHgapT HE pacmpoCTPaHAeTCs Ha YCTpoiicTBa, COOpaHHBIE W
CTEpUIN30BaHHbIC TIOJTB30BATENEM, KPOBOIIPOBOAAIIE MarucTpay,
wI1a3MOHIILTPEL,  YCTPOMCTBA  COCYAMCTOrO  OOCTyma, TreMonepdy3moHHBIE
ycTpoiicTBa, mMepQy3nOHHEIE HACOCHl, MOHUTOPHEl H3MEPEHHS NABICHUA U KOHTPOIA
BO3/YILIHBIX BKIKOUCHHUN B MaruCTPaJIX, TSMOJHATM3HBIC U TeMO(UITbTPAIIMOHHBIE
anmaparsl, a TAaKXKeE anmapaTsl A1 TEMOKOHLUEHTPALUH.

Ilpumeuanue - TpeOoBaHuA K KOMILUIEKTY KPOBONPOBOIAIIMX MarucTpanei ms

reMOIMAIN3aTOPOB, FeMO(IIBTPOB U reMOKOHLIeHTpaTopos 1o ISO 8638.

TpeOoBaHs HACTOALLETO CTAHAAPTA ABJIAIOTCS 00A3ATETEHBIMH.

2 HopMaTHBHBIE CCBLIKU

B nHacrosmem CTaHAPTE UCIIOJIB30BAHBI CCHIJTIKW Ha CJIIEAYIOLIUE CTAHAAPTHI:

H3panue opunnaabHoe
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ISO 8638:1989 Extracorporeal blood circuit for haemodialysers, haemofilters
and haemoconcentrators (KoMIUiekT KpOBONPOBOAAIMX MAarucTpaied i
reMOAUAIN3ATOPOB, TEMO(PUIIBTPOB U TEMOKOHIICHTPATOPOB)

ISO 472:1979 Plastics. Vocabulary Bilingual edition (ILtactuku. Cioaps)

ISO 7000:1989 Graphical symbols for use on equipment; index and synopsis
(T'pauueckre cuMmBONIBI, HWCIIOIAB3yeMBlE Ha oOopymoBammu. HHIEKCB H

0603HaueHMsT)
3 Omnpenenenns

B Hacrosmmem — craHmapre —IPHUMEHAIOT — CICAYIOUME TEPMHHBI  C
COOTBETCTBYIOIINMH OTIPEAETCHIAMHY:

3.1 marucTpaysp KpoBonpoBoasimasi apTepuajgbHasi: CocTaBHas dYacTb
SKCTPAKOPIOPATIBHOM  CHCTEMBI, OOECIIeUMBAOINaid COCOWHEHHE YCTPOHCTBa
COCYyOUCTOIro AOCTyIa MauueHTa CO BXOAOM IIOJIOCTH IO KPOBHU I€MOAHUATIH3ATOpPA,
reMo(HIIbTPa WITH TEMOKOHIIEHTPATOPA.

3.2 o0bem 3amojiHeHUsl KpoBompoBoasimeil moJioctn: OO6BEM KpOBH,
HeOoOXOUMBIH 1T 3aMONHEHHSA MOJIOCTH TI0 KPOBH T€MOAHANIN3aTOpa, TeMOGIIETPa
WM T€MOKOHLIEHTPATOpa MPU 33laHHOM TPaHCMeMOpPaHHOM JIaBJIEHUH WM CPEIHEM
JABJIEHWH B KaTYIIEIHOM I'€MOAHAIHN3ATOPE.

3.3 pacxon kpoBH ¢yp: KommuecTBO KpOBHM, NPOXOIsIEe dYepes

TEMOAHATIN3ATOP, TeMO(UIIBTP WK TEMOKOHLIEHTPATOP B (32) €IMHUILY BPEMEHH.
IIpumeuanue — Pacxon kpoBu OOBIMHO BBIPKAKOT B MHJLIUMETPAX B MUHYTY (MJI/MHH).

34 kmpenc ¢yc: KommdecTBO KpPOBH, IOJHOCTBIO OUHINEHHOW OT
ONPEAEIEHHOIO PACTBOPEHHOTO B HEW BeIIeCTBA B CIWMHHMIYY BpPEMEHH IIPH
reMOJHAIN3E WIN TeMOGWIBTPAMH, BBIYHCIAIOT, €CJAH 3TO JOMYCTHMO, IO
dopmymam:

- IpH FEMOJHAIN3E C OTKPBITHIM KOHTYPOM (CJIHB)

G- (n

G,
(Vs C, gt <, (5% 3
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¢y
[Nl :
IT puMeuYaHue — A — KJIMPEHC BCICACTBUEC KOHBCKLIUH,
- TIpY TEMOJIMANTN3€E C 3aKPBITHIM KOHTYPOM (PELIMPKYJIsLAS)

fuc = Gy X bar .y )
C F Al -

IIpumeuanue —Bripaxenue (2) BEpHO TOJBKO IIPU gyp  OONBIIEM HEM 2 MI/MUH,
- IPH TeMODUITBTPAITHH

_ X G 3)
=g
A

ITpu Bhiuncnenusx no dopmynam (1) u (3) s Benmunn Cp, Cy u Cy cnenyer
HCIIONbB30BATh TE JKE ¢UHHIE H3MEPEHNS.

B dopmynax (1) — (3):

b — yron HaknoHa BPEMEHHOM JINHEHHOH PerpecCHr HATYPATBHOTO Joraprdma
KOHIICHTPALIMK B Pe3epByape;

Ca — KOHIICHTpPaLU PACTBOPEHHOTO BEUIECTBA B KPOBHM Ha BXOJE TOJIOCTH MO
KPOBH FeMOIMAITI3aTOPa WIH reMO(HIIbTPa,

CF — KOHLIEHTpAIMA PaCTBOPEHHOTO BELIECTBA B (YiIbTpa)HiIbTpare,

Cy - «xoHueHTpammsi UIABTPaTa HA BBHIXOJAE MOJOCTH 1O KPOBH
TEMOANANIM3ATOPA UK reMOBHITBTPA,

qvB — Pacxoji KPOBH Ha BXOJIC YCTPOMCTBA, MII/MUH,

qvr — pacxoj ¢puibTpa (CKOpocTh yiIbTpadHiIbTPALUK), MII/MHH;

Al — IPOTOIKATENEHOCTD U3MEPEHHS, (1 — 1), MUH,

TOE fp — BpEMs HA4Yajla U3MEPCHHUS,

{ — BpeMsi OKOHYAHHST H3MEPEHHUS;

Vo — 06beM KPOBH B MOMEHT BPEMEHH o, MII.

IIpumeuanus

1 Tepmun «ynbTpadunbTpams» OOBMHO HCMOJB3YIOT B KAueCTBE CHHOHMMA TEPMHHA

«(UIBTPALUS) TIPYU TEMOTHAIIH3E.

2 KnupeHc OOBIMHO BBIPAXAKOT KAaK KONHYECTBO KPOBH, MII, MOJIHOCTHI) OYUINCHHOH OT
PacTBOPEHHOTO BelleCTBa 32 1 MuH (CIIPaBEUIMBO AN yIbTpaduabTpanun).

3.5 ocrarounasi TpomOupoBaHHasm KpoBb: OCTaTOK KPOBH, KOTOpas He

MOJKET OBITh BO3BPALLEHA OTMbIBKOM IOJIOCTH MO KPOBH YCTPOMCTBA.
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3.6 MOAATIMBOCTD: H3meHeHne obonemMa MOJIOCTH mno KPOBH
reMO/IMAIA3aTOpa, TeMO(UIbTpa WM TeMOKOHIICHTPATOpa TMNpH H3MEHEHUU
TPaHCMEMOPAHHOTO TABJICHMUS.

Ilpumeuanue — IomaTnuBocTh OOBIMHO BBIPAXKAIOT B MUILTIIIATPax Ha 100 MM pT. CT.
TpaHCMCM6paHHOI‘0 AAaBJICHAA WIH CPEOHEr0 AAaBJICHUsI B KaTYIIECYHOM I'€éMOOHAIU3AaTOPE.

3.7 puamm3aHc ¢qyp: CKOpOCThP HW3MEHEHHS B €IHMHHIY BpPEMEHH
KOHLIEHTPALMM PAaCTBOPEHHOTO BEIIECTBA B €AMHHLIE 00BEMAa KPOBHU MO TPAIUCHTY
KOHLICHTPAlMA OTHOCHUTENBHO AMAIM3UPYIOMIETO PpacTBOpa, BBIYMCTAEMAA IO
dbopmyne

Dy = %ﬁ; X Gyt ﬁx IvE- @
rae Cp — KOHIIEHTPAI|s paCTBOPEHHOTO BEIIECTBA B THAIM3HPYIOLIEM PAacTBOPE HA
BXOJI€ OJIOCTH MO AUANN3aTy TeéMOIuaIn3aropa.

OcranbHbIe 0003HaUYeHHA 110 3.4,

[Tpu Beramcnenmsx BemuuuH Cp, Cyv 1 Cp CIEMyET HCMOJIB30BATh TE KE
€IMHULIEI M3MEPEHUS.

IIpumeuanus

1 )_'[onycxae"rc;[ BBIBOOAWUTL KIIUPCHC W3 AUaJIU3aHCa IJiss CUCTEM C LUPKYJIUPYIOIUM

OHUATM3HPYIOIUM PACTBOPOM IO hopMmyJie

II€ gvp — PACcXO OUAIM3UPYIOLIEro pacTBOPA.

2 VsmepeHne OuanausaHca Me1eCcOO0pasHO Uil CPaBHEHUS YCTPOMCTB, HCIIONB3YEMBIX B
CHCTEMAX, IJ€ KOHLEHTPAalMsA KOMIIOHEHTA AUAJIU3UPYIOLIEro pacTBOpa, NOCTYMANOLIEro B
reMoauaun3aTop, 60m;1_ue HyJIs1, T.€. B PCHUPKYJIAMUOHHBIX CUCTEMAX.

3 Jluamu3aHC 3KBHBAJICHTEH KIMPEHCY MPOTOYHBIX cHcTeM, T.e. koraa Cp = 0.

3.8 mmammsupyrmuii pacTBop (auasmsar): PacTBop, HCIIOMB3yeMbIH TTpH
reMOANAIN3E IS IEPEMEILICHUS] THATH3UPYIOMIETO PACTBOPA YePe3 MOJI0CTh, KOTOpast
OTJIEJICHA NTOJIyIPOHUIIaeMONH MeMOPaHO OT MOJIOCTH IO KPOBH.

39 o0bem moJI0CTH JAATA3APYIOIET 0 pacTBopa: O6bem

JMAIU3UPYIOETO  PAacTBOpPa, HEOOXOAMMBIH  uId  3amOJHEHHWS  IMOJIOCTH
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TeMOJMAIN3aTopa, TMPEAHA3HAUEHHOW [UIS JWANM3HPYIOIIETO pacTBopa, IpU
OTIPeETIEHHOM TPAaHCMEMOPAHHOM JIaBIICHHH.

3.10 momo/HHTEJHbHBI pacxol IUATU3HPYHOWIEro pacrBopa: Pacxon
CBEIKENPUTOTOBIICHHOIO  JUATM3UPYIOIIETO pAcTBOpa INPH NEPEMEMICHHH B
PELMPKYIAUUOHHO-IPOTOYHYIO CUCTEMY .

IIpumeuaHnue — JIOMONHUTENBHBIN PACXON MUATHMZHPYIOIIETO PACTBOPA BBIPAXKAIOT B
MJT/MUH.

3.11 pacxoa AMaIM3HPYIOLIEro PacTBopa ¢vg: Pacxon muanusupyromero

pacTBopa IIpu MOCTYIIJIECHUH B F€MOIUAIIH3ATOP.
IIpumeuanue — Pacxox AHaNNU3HPYIOIIEro PacTBOPA BbIPAXKAIOT B MJI/MHH.

3.12 pacxox  peHHPKYJISIAH  JHAJH3MPYIOIIEro  pacreopa: B
reMOJUaIN3aTopax KATYIIEYHOrO THMA PacXold PEHHPKYJLINUH AUATH3HPYIOIIETO
pacTBopa.

HpnMeanne - Pacxoz[ PELOHUPKYIAUNN JHATH3HUPYIOIEro pacTrBOpa BBIPAXKAIOT B
MUIT/MUH.

3.13 macTpudbroTop: Jlfobas cropoHa, 3a HMCKIIOYEHHEM H3TOTOBHTENA,
KOTOpas MmpeajaraeT Ha [pOJaXy TIeMOJHAIU3aTop, TIeMopwisTp  WIH
TEeMOKOHLEHTPATOP.

3.14 ¢punnTpat: PactBOop, mepemerneHHBINI U3 MOJIOCTH MO KPOBH uepe3
TMONYNPOHUIIAEMYI0 MeMOpaHy B TIIOJIOCThP [0 [HanuM3aTy Wi (QuisTpara
TEMOIMATN3aTOPa, TeMOGHIIBTPA WITH TEMOKOHI[CHTPATOPa MO TPAJHCHTY NaBJICHHS
Ha M0J1y MPOHUAIIAEMO# MeMOpaHe.

3.15 Bo3BpamaeMasi ocraTo4yHass KpoBb: OcTaTo4yHas KpOBb, KOTOPYIO
MOJKHO BEPHYTH JOIOJHUTENIbHON OTMBIBKOW ITOJIOCTH KPOBU IO PEKOMEHYEMOM
HU3rOTOBHUTEIEM METOAUKE.

3.16 remoxoHueHTpanms: Meton 06paboTKH KPOBH, TOCPEACTBOM KOTOPOTO
SKCTPAKOPIOPATIBHYIO KpOBb TPaHCIOPTUPYIOT uepes YCTPOHCTBO
(TeMOKOHIIEHTPATOP) C LEIIBIO BBIACICHHS TIa3MBbI U3 KPOBH.

IIpumeuanue — Ilpu TreMOKOHLEHTpalMM  KpOBb  IepeMeIlaeTcs  uepes

KPOBONPOBOMSIIY0  IOJOCTb, OTHENEHHYIO MOJYHIPOHHI[aeMOd  MeMOpaHoil.  uibTpar,
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OpOXOAsLIMi Yepe3 MemOpaHy, coOHpaercs B APYroil MOJNIOCTH W BBIBOAWTCS Ui HajibHEHIIei
06pa6OTKI/I. HpOHI/ILIaeMOCTI) MeM6paHbI HE NOIYCKACT KIMHUYCCKHU 3HAYUMBbIX MOTCPb MPOTEUHOB
KPOBH.

3.17 remoxoHIeHTPAaTOP: YCTPOHCTBO, HCMOJIb3yeMOe Ul TPOBEICHUS
TEMOKOHIICHTPAITHH.

3.18 remommammzaTop: VYCTPOHCTBO, WCIOJb3yeEMOEe I IIPOBEACHHS
TeMOIHANTHA3A.

3.19 remommaim3z: Meron o00pabOTKM KpOBH, B TIpoOIlecCe KOTOPOTO
AKCTPAKOPITOPATILHYIO KPOBb TPAHCIIOPTHPYIOT Yepe3 YCTPOHCTBO (FeMOTHANH3ATOP),
B KOTOPOM OCYIIECTBIIAETCA MaccOOOMEH BemecTB mudpy3nueii 1 KOHBEKIMEH I
YMCHBIICHAS OHOXHUMHUECKHX AaHOMAlNWi, a Takke HapyUICHWi BOJHOTO,
AIEKTPOIMTHOTO M KHUCJIOTHO-IIEIOYHOTO PABHOBECHIA.

IMpumeuanue — Ilpu remoauamuse KpoBb TPAHCIOPTHPYIOT depe3 IIOJNOCTh KPOBH,
OTAEJICHHYIO IOJYyNPOHHLAEMOH MeMOpaHOH OT MOJIOCTH, MO KOTOPOH TPaHCIOPTHPYIOT
J:[I/IaJ'II/ISI/IpyIOH.[I/Iﬁ pacTBOp. MaccooﬁmeH KOMIIOHCHTOB IUIa3Mbl KPOBU MEXKAY KpPOBbIO H
IUANU3UPYIOINeH JKUAKOCTBIO OCYLIECTBIAETCS B OCHOBHOM 3a cuer muddysun. Boamsiii oOmen
MEXIY KPOBBHO U nnanmsmpy}omef/i KUAKOCTBIO OCYLICCTBIKIETCA B OCHOBHOM 3a CUET
yabTpadunsTpaimu. [IpoHnnaemMocth MeMOpaHbl He AOMYCKaeT KIMHUYECKH 3HAYHMBIX MOTEPb
MPOTEUHOB KPOBU.

320 remoduabTp: YCTpohcTBO A1 reMOoHIbTPaIliH.

321 remodunsTpamusi: Metoq o0paOOTKH KPOBH, TMpPH KOTOPOM
IKCTPAKOPIOPATLHYIO KPOBb TPAHCTIOPTHPYIOT 4epe3 (HIBTPYIOIIEe YCTPOMCTBO
(remo(pmABbTP) IS YMEHBIICHUS OMOXMMHUYCCKAX AHOMAJIMH, a TaKKe HapyIICHHI
BOJHOTO, OBIEKTPOIUTHOTO W KHCIOTHO-IIEIOYHOTO paBHOBecHii. (O6paboTka
JIOCTUTAaeTCs  3aMelieHueM  (uibTpaTa KPOBH  AKBHBAJEHTHBIM  OOBEMOM
(hm3HOOrNUeCcKOro 3aMeIIaroIero pacTBopa.

Ipumeuanue — Ilpu remopunbTpauny KpoBb TPAHCIOPTHPYIOT depes MOJOCTh 10
KPOBH, OT/IEJCHHYIO ITOIyNPOHMLIAaeMOi MeMOPAHOH OT MOJIOCTH, U3 KOTOPOii yaamsiioT GUIbTpar,

Opy 3TOM 3aMelaroIuuil GUIbTpar (HU3HONOTHYECKHH PAcTBOP HH(QY3UPYIOT B KPOBOTOK.

IponuuaeMocTs MEMOPaHBI HE AOMYCKAET KINHUYECKH 3HAUUMBIX II0TEPhb MPOTEUHOB KPOBH.
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3.22 ruapasanyeckoe conpotuJieHue: CONPOTUBICHUE IIOTOKY XKHIKOCTH
B TIOJIOCTH KPOBM WJIM JMAJM3WPYIOINEr0 pacTBOpa, M3MEPEHHOE KaK IaJeHHe
JABJICHASA, MM PT. CT., WM M3MCHCHHE JABJICHHUSA p MEXIY BXOJHBIM U BBIXOAHBIM
COC/IMHEHUSIMH TeMOMAIN3aTopa, reMouIbTpa WM TeMOKOHIEHTpaTopa IpH
33JJaHHOM PacXoe JKUAKOCTH.

3.23 wsrotoBuTens: CTOpoHA, KOoTOpas OepeT Ha cebs OTBETCTBEHHOCTH 3a
obecrieueHne KauecTBa TOTOBOTO W3/ICTIHS.

3.24 cpeanee naBjeHHe B KatymedHoMm remommasiusatope (MCP) pyc:
Cpennee apudmerHueckoe 3HAYeHHE JaBJIGHWH HA BXOZE W  BEIXOXE
KPOBOIPOBOIALIEH M0JOCTH KaTYLIEYHOTO reMO/IMAIM3aTopa ¢ OTKPHITOH MOIOCTHIO

IO THAJTH3UPYIOIIEMY PACTBOPY, BRIUUCICHHOE IO OPMYJIe

Pt Py 6
e T T 5 s

TZi€ ppi — AABJICHUE KPOBH Ha CTOPOHE apTEPUHU FE€MOJHAIN3ATOPA, MM PT. CT.;
PBo — HIaBIICHNE KPOBH HAa BEHO3HOHW CTOPOHE TEMOMAIA3aTOPa, MM PT. CT.

3.25 anuporeHHocrb: OTCYTCTBHE NHPOreHOB B MpejejaX NOrpeiHOCTH
KOHTPOJIA IS METOOB HCTIBITAHHH, MPUBOJMMBIX B HOpMAaTHBHBIX qokymeHTax (H]T)
¥ NOJAEP)KaHUEe JAHHOTO COCTOSHUA 3alUTHBIMU MEPaMH.

326 pemmpkyaauunoHHas  cucrema: CucteMa  TPaHCTIOPTHPOBAHHS
JUATA3UPYIOMIETO PAcTBOpa, B KOTOPOHl uepe3s TeMOAHATH3AaTOP HENPEPHIBHO
PENUPKYIUPYET THATH3APYIOLIHHA pacTBOP.

327 pemMpKyJSIUOHHO-IIPOTOYHAA cHCcTeMa: Cucrema
TPaHCIIOPTHPOBAHUS AMATH3UPYIOLIErO PaCTBOPA, B KOTOPOI Uepe3 reMOAHATN3aTop
HETIPEPHIBHO IIepeMeIIaeTcs AUABUPYIOIU pacTBOp, peUUPKyIHpyIommii 00beM
KOTOPOT'O IIOCTOSAHHO BBITECHSETCS B CIIMB CBEXKEIIPUTOTOBIIEHHBIM JHATH3HPYIOIIHM
PpacTBOPOM.

3.28 ocrarounas kpoBb: OObEM KPOBH, OCTaBIIMIHCSH B TeMOAHAIHN3ATOPE,
reMOQIIBTPE MM  [EMOKOHLIEHTPATOPE  IOCIE  3ABEPLICHHS  METOMUKH,

PEKOMEHIOBAHHO M3rOTOBHUTENIEM JIJISl BO3BpaTa KPOBH W3 YCTPOHCTBA K MAI[MEHTY.

Ipumeuanue — OGbeM OCTATOUHON KPOBU OOBIYHO BBIPAXKAKOT B MIL.
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3.29 moaynponunaemasi MemGpana: MemOpaHa i OT/AENIEHHA TTOIOCTH T10
KPOBH OT HOJIOCTH 10 AHATH3UPYIOIIEMY PAaCTBOPY BO BPEMs I'€MOIUAIN3a UITH 4EPE3
KOTOPYIO IpH reMOMIBTPAIIMHY WA TeMOKOHIIEHTPAIINH IPOXOIUT (PHITbTpaT.

3.30 mporouyHas cHcTeMa AHAJU3HpYomiero pacrsopa: Cucrema
TPAHCIIOPTUPOBAHUSA AUAIN3UPYIOMETO PacTBOpa, B KOTOPOH IHATHM3UPYIOMMN
pacTBOpP TPAHCHOPTHPYETCA B CJIMB IOCIE OJHOKPATHOTO IEPEMENEHUS YEPE3
TeMONATN3aTOP.

3.31 crepubHOCTH: OTCYTCTBHE KHBBIX MUKPOOPTaHU3MOB IPH MPOBEPKaX
Ha CTEPWIBHOCTE W TTOAJCPKAHAE TAHHOTO COCTOSHHSA C MOMOUIBIO 3ALUTHBIX MEP.

3.32 TtpancmemoOpannoe ngassenne (TMP) pry: Tuapocratuueckas
COCTABJIAIOLIAS [JABJICHWS, BO3JACHCTBYIOLIAs HA NOJIYHNPOHUIACMYIO MeMOpaHy
TeMOIUAM3aTOPOB  (KAMWUIAPHBIX, I[UIACTHHYATBIX WM KATYIICUHBIX)  HIIH
TreMO(IIBTPOB, BEIUKCIAEMAs TI0 (popMyiam:

- TS TEMOIHAIN3a

_ Py tPey  Pytiy, Q)
PrMT 3 T T
- U1 reMOGIITb TPALHA
Py, * Py &)
P = 73 ~PE»

TO€ pg — JaBICHHE AWATH3HPYIOLIEr0 PacTBOpa HA BXOAE IMOJIOCTH IHATHM3aTa
TeMOIUAIN3aTOPa;
Pdo — HaBICHUE THATH3HMPYIOIETO PAcTBOpa HA BBIXOAC MOJIOCTH OUANTH3aTa
reMoaHaIM3aTopa;
Pr — JaBjieHue rIbTpaTa Ha BRIXOJIE MOJOCTH (puabTpaTa reMopuIbTpa,;
PBi ¥ pgo—mo 3.24.
3.33 moab3oBarenn: Onepatop ycTpoiicTaa.
3.34 wmarucrpasms  KposompoBoasimas BeHosHas: CocCTaBHas 4acTh
SKCTPaKOPIOPaIbHOH CHCTEMBbI, 00eCIIeUnBaOmas COCAMHEHHE BEIX0AA MMOJIOCTH 110
KPOBHM I€éMOAMAIN3ATOpa, TeMOQHUIbTPA HIIM TEMOKOHIIEHTpAaTopa ¢ YCTPOHCTBOM

COCYUCTOroO OOCTyIMa NaluueHTa.
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4 Texamueckue TpeGOBAHHSA

4.1 YcjaoBUSI KAYECTBEHHOI0 MPOU3BOACTBA

T'emomaM3aToOpbl, TEeMOQHIBTPH WM  TEMOKOHIIEHTPATOPHl  JOJLDKHBI
M3TOTABIMBATHCA B YCIOBHAX YHCTOTO IIPOM3BOACTBA, IPH OTOM BHYTPEHHAA
TTOBEPXHOCTH YCTPOUCTB HOJKHA OBITH CBOOOAHA OT BUAMMBIX IIOCTOPOHHMX YaCTHII.

HcnpiTanre IpOBOIAT B COOTBETCTBHH ¢ 5.1.

4.2 TokcHKOJIOTHS B OHOJIOTHYeCKAasi COBMECTUMOCTD

YerpoiicTBa JOMKHBI OBIT HETOKCHUHE.

TOKCHKONOTHYECKHE HCIBITAHUA YCTPOMCTB HPOBOAAT B COOTBETCTBHH C
neiictByrommu HI, mpu 3ToM mHGOpPMAIHS O METOIE HCHBITAHUHA M PE3yIbTaThI
UCIIBITAHUI MOT'YT OBITH IPEAOCTABIECHBI H3TOTOBUTEIIEM TIO 3AIIPOCY.

HcmpTanwe mpoBOAST B COOTBETCTBHM € 5.2.

4.3 CrepujibHOCTH

YerpoiicTBa JOMKHEL TOCTABIATHCS B CTEPUIIBHOM BUJE.

VcreiTanwe MpoBOIAT B COOTBETCTBUH ¢ 5.3.

4.4 IluporenHoctb

KpoBomposozsiue mojocTH YCTPOHCTB AOIKHBI OBITh ATHPOr€HHBI.

HudopManms 0 MeTOe WCHBITAHUA W PE3yJIbTAaThl UCIBITAHWH MOTYT OBITH
TIPEIOCTaBICHBI M3TOTOBUTEIIEM IO 3aIIPOCY.

HcmpiTaHue IpOBOIAT B COOTBETCTBHH C 5.4.

4.5 TlocjencTBUS CTEPHIN3AIAA

Ilocne crepwin3ammy IO METOAWKE, PEKOMEHIOBAHHOH W3rOTOBHTENEM,
YCTPOMCTBA HCIBITHIBAIOT HA OTCYTCTBUE TOKCHYHBIX OCAJKOB, KOTOPBIE MOTYT
0Ka3aTh OTPHIATEIIEHOE XUMHIECKOe, (pr3mueckoe W OHONOTHYECKOE BO3AEHCTBUS Ha
KpoBb WIH OO0YyCIOBUTH BBIACICHHWE B KPOBb NOTEHIMAIPHO ONACHBIX BEHICCTB B
KJIMHIYECKU HEJOIMY CTUMEIX KOJIMUECTBaX.

HudopManms 0 METO/e WCHBITAHMIA U PE3YJIbTAThl UCTIBITAHUHA MOTYT OBITH
MPEIOCTABIIEHBI H3TOTOBUTENIEM IO 3aIPOCYy.

HcnbiTanwe MPoBOASAT B COOTBETCTBHM € 5.5.



TOCT ISO 86372012

4.6 MexaHn4ecKHe XapaKTePHCTHKH

4.6.1 KoHCTpyKIMOHHAs POYHOCTH

OO6pasibl TeMOIUATH3ATOPBI, TeMOGIIBTPA HIM FEMOKOHLEHTPATOPa JOJKHEI
obnanarb CocoOHOCTBIO BbIICP)KUBATh TIOJ[yTOPHOE MaKCHMAaJTEHOE
TpaHCMEMOpPaHHOE  [JaBJICHWE WM  CpegHee  OaBIeHHE B KaTyIIEYHOM
reMoMann3aTope, yCTaHOBIEHHOE H3rOTOBUTEIIEM.

YerpoiicTBa ¢ repMETUYHONW MOJIOCTHIO [0 AMANN3ATy WX MOJNOCTBIO MO
(mnpTpaTy MOIKHBI TAaKKE BHIACPKUBATH H30BITOUHOE NABJICHUE!

- B 1,5 paza Bbllle MaKCUMaJbHOrO H3OBITOYHOTO JABJICHUA, 3aJaHHOTO
H3TOTOBUTEIEM,

- ©a 700 MM pr. cT. HIKE arMOC(HEPHOTO MABJICHHSA, €CIIH MAaKCHMAJIBHO
YCTaHOBIICHHOE H3TOTOBHUTENICM H30BITOTHOE AABJICHAE MTPEBHIIIAET JAaHHOE 3HAUCHHE.

HcmpiTanwe poBOAAT B COOTBETCTBHHM € 5.6.1.

4.6.2 llenoctHOCTH MeMOpaHbI

UcnpiTanwe, BHIABIAIONEE YTCUKY KpPOBH, TPOBOAAT HA  KaXKIOM
reMOAUAIM3aTope, reMO(UIIBTPE MM FEMOKOHLIGHTPATOPE.

HcnsiTanue MpoBosIT B COOTBETCTBHH € 5.6.2.

4.6.3 CoenuHeHus ¢ NOJOCTHIO 110 KPOBH

3a WCKIIOYEHHWEM CJy4YaeB, KOTa TeMOAMAIM3aTop, TeMOQWIbTp HITH
TEMOKOHIIEHTPATOP CKOHCTPYHPOBAHBI TAKUM 00pa3oM, YTO COCTABIIAIOT OJIHO IIENIOe
C KPOBOIPOBOAALIAMH MardCTpaJIMH, pa3Mepbl KPOBOIPOBOMAIINX COCAWHHTEIICH
JIOJDKHBI COOTBETCTBOBATH PUBEICHHBIM HA PUCYHKaxX 1 1 2.

HcnobiTanue npoBoasT B COOTBETCTBHH € 5.6.3.

4.6.4 CoemuHEHHS C TOJOCTHIO 1O AUANA3ATy FeMOANAIN3aTOPa

Pa3mepsl coemuHMTENCH € MOMOCTBIO AHANN3ATa JOJDKHBI COOTBETCTBOBATH
TIPUBCJICHHBIM Ha pUcyHKe 3. KpoMme TOoro, coeMHHTENh C TOJOCTHIO OUANH3aTa
MOJKET MMETH y3€J1 ¢ CAMOYIUIOTHSIOIIIMCS KOHHEKTOPOM.

Pa3zmepsl coeaunuTeNne ¢ moIOCThIO AUalin3aTa NPOBEPAIOT o 5.6 4.

4.6.5 CoemuHeHWsT ¢  TOJMOCTRIO  (QUIABTpaTa TeMOQHIbTpA  WIIH

TeMOKOHICHTPATOpa

10
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CoeTMHATENH € MONOCTBIO (PHIBTpaTa reMOQIIIbTPa WK TeMOKOHLEHTPATOpa
JIOJDKHBI OTBEYATh TPEOOBAHHAM, YCTAHOBIECHHBIM B 4.6.3 wiu 4.6 4.

CoenrHUTENH MONIOCTH QUIBTPaTa MPOBEPSIOT 1O 5.6.5.

10min
9min
8'
=>0,06:1
NN N / .
N 7 9min
/a2 2
= Brewnud KoHyc 3 Brympennui xoHyc
ooy & S
8 IF| 0 7,
b Y 424 ////
a ] / > 0,06:1
Q2
NN 3 /
o 274 ///
42,5
1.2:0,1 15° 15° 25
10min

¥ JIByx3axomHas pe3nba.
Pucynok 2 — JInnHa CBUHYMBAHUSA
Pucynoxk 1 — OcHoBHEIE pa3Mepsl HapY>XHOTO U BHYTPEHHETO KOHYCOB
COCAUHUTEJICH HA BXOJE M BEIXO/E COCIMHUTEJICH HAa BXOJIE U BbIXO/AE

IMOJIOCTHA O KPOBHU MOJIOCTH 1O KPOBH

11
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PucyHok 3 — OCHOBHBIE Pa3MEphI BXOJHOTO M BBIXOHorg € IHUTENCH IOOCTH 110
JWan3ary

4.7 JKCIIyaTAlHOHHBIE XaPAKTEPHCTHKH

4.7.1 O6mmue TpeGoBaHus

OKCIUIyaTalfiOHHbIC  XapaKTCPHCTHKH, YCTaHORNcHmbie B 4.7.2 — 4.7.6,
ONpesieNsIoT  Tepel  peanwsanmell  ycTpOMCTR  HoBoro Tmma  Ha phlHKe X
TIEPETPOBEPAIOT B KOHKPETHOM YCTPOHCTBE, €CIIM BHECEHHBIE W3MEHEHMSI MOIYT
TIOBJIMATH Ha €T0 pabotme KavyecTBa.

OO0pa3iupl yCTpPOMCTB BBIOUPAIOTCS M3 CEpHiiHOI NPOAYKIWA H3rOTOBHUTENS
OpPOM3BOJBHO M JOIKHBL (CCIH JTO NPHMECHHMMO) OTBEYATh BCEM KPHUTEPHAM
6esonacnocty 1 kadecta. IloaroroBka oOpaslOB — COMIACHO PEKOMEHIAIUAM
M3TOTOBUTENSA U1 KIMHUYECKOro NpHMeHeHus. M3MepeHus npoBoasT B CTEHIOBBIX
ycnmoBuax mpu temmeparype (37 = 1) °C. B ciyyae HENMHEHHOH 3aBUCIMOCTH MEXKIY
TIEPEMEHHBIMY BEIUUMHAMU MPOBOJAT HEOOXOJMMOE YHCIO ONPCACICHUN IS
MHTEPIOJIALMEA MEXY JACTHBIMHA 3HAYEHHAMH. MeTOZIbl M3MEPEHHs — apOHTPaXKHbIE.
JloImyckaeTcs HCIIOIb30BaTh APYTUE METOBI, IPH YCIOBHUH, YTO PACXOXMICHHS MEKTY
MOJYUEHHbIMH Pe3yJIbTATAMHM M pe3yJbTaTamy apOMTPaXKHOTO METOJAa HaXOUATCS B
npenenax + 5 %.

IpUBeeHHBIE BbILE METOAb MCILITAHMEA He CONEPXAT BCCH HEOOXommMoi

undopMaLuy 0 peabHON HCHBITATENbHON crcTeme. ITpOSKTHPOBAIKE KONCTPY KIIMK 1

12
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XapPaKTCPUCTUKN PCATBHBIX UCIBITATC/IIBHEIX CHCTEM CHOCO6CTByIOT BO3HHKHOBCHHIO

MIOTPEMIHOCTEN:

- UW3MEpeHHUs MAaBJICHHS BCICACTBHE S(QPEKTOB CMELICHHS CTAaTHYSCKOTO
HAaIopa v JMHAMHUYECKOTO TTa/IeHHUS JaBIICHNUS,

- BPEMEHHW CTaOMIM3AIMK IIapaMETPOB;

- HCKOHTPOJIHNPYCMBIX H3MEHEHU TCMIICPATYPbI npu HETIOCTOAHCTBE
pacxonos, pH;

- OT pa3pyUICHHUs HCIBITATEIFHBIX BEIIECTB BCICACTBHE TEIUIA, CBETA H
BPEMEHH;

- OT Jerasauyy MWCIBITATEbHBIX JKHIKOCTEH M 3arpsA3HEHHs CHCTEMBI
HHOPOTHBIM MaTepHaiOM, BOTOPOCIAMHE M OaKTCPHAMH.

B nokymeHTalmu Wik B cel(uKaniy Ha H3AeIe YKa3bBaloT:

- YHCIIO UCTIBITAHHBIX YCTPOMCTB;

- CPeIHIOI0 M CTAaHJAPTHYIO AEBHAIMIO TOKA3aHUH IS KAXK/I0TO TapaMeTpa,

- XapakTep WU3MEHEHUH B pexxuMe paboThl B TeUeHHE eproa HabmoAeHNU,

- wHpopManmio (€CM 3TO IeNecooOpa3Ho) O TOM, HUTO Pe3yIbTaThi,
MOJIyUEHHbIC B CTEHAOBBIX YCJIOBHSAX (in Vitro), MOTYT OTJHMYATHCS OT PE3YJILTATOB,
TIOTyYEeHHBIX B €CTECTBEHHBIX YCJIOBWAX (in VIV0), C OLEHKON pa3muums (eciid OHa
W3BECTHA).

4.7.2 KnupeHc reMOAHaTH3aToOpOB

CKOpOCTh CHIDKEHHS MOUEBHHBI, KPEaTHHHHA U BuTamuHa B, yCTaHABIHBAOT
BO BCEM [Mamna3oHe pacxoJOB KPOBH M  JAHAIM3WPYIOINETO  PacTBOPA,
PEKOMEHIOBAHHOTO HM3TOTOBUTENEM, M BKJIIOYAIOT pacxox kposm 200 Mi/MuH u
pacxon auanusupytoiero pacrsopa 500 mi/muH. Pacxon dwmnstpara gy npuBoasT
IUTS KOKAOTO 3HAYCHUS JUana30Ha Pacxo0B KPOBH M JHAM3HPYIONIErO PAacTBOpAa.

IMonmocte 1o  KkpoBH  Mepdy3UPYIOT  JUAIMBHPYIOLIMM  PacTBOPOM,
TPUTOTOBJICHHBIM Ha OCHOBE CTaHJAPTHBIX TECT-pacTBOpoB. Ilepdysar noibkeH

COACPKATH CJICAYIOIMHNC BEIICCTBA:

MOYEBHMHA ........ccvveeeannn.. ot 15 1o 35 MMoub/
KPEATHHHH.................c......... ot 500 mo 1000 MKMOIIB/I
BHTAMHH By ... ot 15 0 40 MKMOIB/I1.

13
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Jmanmsar mnepeMeInaoT 4Yepe3 MOoJIOCTh ANaIU3UPYIOLUIEro pacTBopa. B
KaTyIIEYHBIX TEeMOAMAIN3AaTOPaX AWANIM3aHC HE 3aMEHSIOT KIMUPEHCOM, YTO
YKa3BIBAIOT JOTIOIHUTENEHO, 0c000¢ BHUMaHNE 00PaINaoT Ha COOTHOIICHHE MEXIY
JMATHA3aHCOM M KJIMPEHCOM H €ro KJIWHHYECKHM COOTBETCTBHEM. JIOTIONHWTENBHO

YKa3pIBaIOT CKOPOCTDH PEHUPKYJALNN JUAJIM3aTa B KaTYIICYHOM I'€MOIHAIN3aTOPE.
IIpumeuanue — IlpuMepsl UCHLITATENbHBIX CHCTEM IIPUBEAEHB] HA PUCYHKAX 4 — 8.

4.7.3 Kmupenc mis reMoruIsTpoB

CxopocTh CHHKEHHS MOUCBHHBI, KPEaTHHA W BUTaMHHA B, yCTAaHABIHBAIOT BO
BCEM IMAITa30HE PACXOJ0B KPOBH, PEKOMEHIOBAHHOM H3TOTOBUTENIEM, U BKIIIOUAIOT
pacxon kposu 200 mu/muH. XWMHYECKHH COCTaB pacTBOpa, mep(y3HPYIOIIETO

MOJOCTh KPOBH, MpUBOANTCS B 4.7.2.
11 puMe€dYaHUue — HpHMep HUCTIBITATELHON CHCTEMBI NPUBEACH HA PUCYHKE 8.

4.7.4 CxopocTh (pUIBTpALN

Ilpn HenmMHEHHOW 3aBHCHMOCTH MEXAY CKOPOCTBIO (HIBTpALUM U
TPaHCMEMOPAHHBIM ~ [JaBICHHEM WM CPEJHAM J[aBJICHHEM B KaTYIIEYHOM
TeMOIUANH3aTOPE CKOPOCTh (DHMIIBTpAIMHK, BHIPAKCHHYIO B ML/, NPUBOIAT IJIS
YCTaHOBJIEHHOTO HW3TOTOBHTENIEM [MAMA30HA TPAHCMEMOPAHHOTO MAABIICHHS WM
CPSAHET0 AaBJICHHS Ha KaTyIICYHOM reMoadanu3arope. [1pu JIMHEHHON 3aBUCHMOCTH
MEXIy CKOPOCThIO (DHIBTPAlMM W TPAHCMEMOPAHHBIM JABJICHHEM HIIH CPEIHHM
JIaBJIEHUEM Ha KaTYIICUHOM TeMOHAIH3ATOPE MPUBOIAT KO3(DPUITHEHT (DHIBTpAIHH,
BBIpaXXaeMbIil B MjI/4. J[aBJicHIE 3aMOTHEHAS HE JOJDKHO MPEBHIIIATE MAKCHMAIBHOTO
HCIIBITATENBHOTO AABICHHSL.

W3mepenns mpoBOAAT PacTBOPOM, Mep(y3HPYIOIUM II0JIOCTh KPOBH M, (I
TeMOANAIN3ATOPOB) O€3 pacTBOPa, NEPEMELAEMOro Yepe3 MoJI0CTh AUATH3UPYIOILETO
pactBopa. [Tocie10BaTeIFHOCTh H3MEPEHHS — OT MEHHMAJILHOTO 10 MAKCHMAJIbHOTO
TPaHCMEMOPAHHOTO  JABJICHHWS WA CPEAHEr0 JABJIEHWS B  KaTYIIEYHOM

reMOOHAIN3aTOPE.

Ilpumeuanue — Cxembl HCHIBITATEJbHBIX CUCTEM IIPUBEAEHBI HAa PUCYHKaX 8 1 9.
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1 — perynarop naBneHus, 2 —
reMOHaIN3aTop;, 3 — cUcTeMa II0AaYH
JUAIM3UPYIOIIET0  pactBopa;, 4 —
niepy3nOHHBIN HAcOoC, 5 — HMCTOUHHK
BaKyyMMETPHUYECKOTO JIABIICHUS
JUATH3UPYIOEr0  pactBopa;, 6 —
pe3epByap HCIBITATENIBHOTO PacTBOPA;

7, 8 — cnuB

IIpumeuyanune — YcioBHble 0603HaUEHNU

no 3.24 u3.32.
Pucynok 4 — Cxema CHCTEMEI ¢
OTKPBITHIM KOHTYPOM JIUIS H3MEPEHUS
KJIMPEHCA B IUIACTHHYATOM HITH

KalmWJUTAPHOM réMOoanain3aTrope

T'OCT ISO 8637-2012

] -

perynsrop maBieHUS, 2 —

reMOaHaIu3aTop; 3 — CHCTEMA IIOJaYu
JAATU3UPYIOWIETO  pactBopa, 4 —
nepy3nOHHBIM HACcOC, 5 — HMCTOYHHK
BaKyyMMETPHUYECKOTO JIaBJICHUS
MUATM3UPYIOIEro  pacteopa; 6 —
pe3epByap HCHBITaTEIBHOTO PacTBOPA,
7 — CJIAB

IIpumevanue — YcnoBHele 0003HAUEHHT

mo 3.24 u 3.32.

Pucynok 5 — Cxema cucTeMs ¢
3aKPBITEIM KOHTYPOM Jj1sl U3MEPEHHSA
KIIMPEHCA B IITACTHHYATOM HJTH

KamMULIPHOM reMOIHAIN3aTope

15
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1 2 Ps, Ps 3

e 2 B\

1 — perymarop pnaBieHHA, 2 —
CBEXKEMPHUTOTOBJICHHBIN

qMamzupylommii - pactsop; 3 —
reMoauanusarop, 4 — [EpPeToK
JIMATTA3HAPYIOIIETO pacTBOpa B CIIMB; J
— PEIMPKYIIALHOHHBIN HacocC
IUANA3APYIONIETO pacTBopa;, 6 —
nepy3uOHHBINH HACcOC, 7 — pe3epByap
JUISL MCOBITATEIbHOTO pPacTBopa; &8 —

CJIUB

IIpumeuanue — YCIOBHBIE OOO3HAUEHHS

no 3.24.

Pucynok 6 — Cxema cucTEMBI C

OTKPBITHIM KOHTYPOM T H3MEPEHUSA

KJIMPEHCA B KaTyIICYHOM

réMoauain3aTope

16

3
4
25 \;J\s
I - perymarop paBneHms, 2 —

CBEXEIPUTOTOBJICHHbII
MUATH3NPYIOMUA  pacTBOp;, 3 —
TEMOANAIN3ATOP, 4 - TIEPETOK
JTUATU3UPYIOIIETO PAacTBOPa B CIIUB; 5 —
IUPKYIALUOHHBIH Hacoc
IUATU3UPYIOIEro  pactBopa;, 6 —
mepy3uOHHBIH Hacoc, 7 — pe3epByap

UIA ICTOBITATCIIBHOIO PAacTBOPa

IIpumeuanue — Ycnosubie 0003HaUSHUs 110

3.24.

Pucynok 7 — Cxema cHCTEMEBI € 3aKPBITHIM

KOHTYPOM UL U3MEPEHHA KIHPEHCa B

KaTymI€YHOM reMOJuaIn3aTope



2 -

l — perynatop [aBicHWA,

reMoauaan3aTop, reMowisTp HIH

TeMOKOHIIEHTPATOp; 3 — mepdy3HOHHBIH

Hacoc; 4 —  pesepByap  AIA
HCTBITATEJIBHOTO  pacTBopa;, J  —
(unprpar; 6 — cimB

IIpumeuanue — YcioBHble 00O3HAUEHHUs

o 3.24.

Pucynox 8 — Cxema cucremsl ajist
HM3MEPCHUS KIINPEHCA B TEMODHITBTPE WITH
CKOPOCTH (PUJIBTPALIMH B IUIACTHHYATOM
WJTH KaTADISIPHOM TEMOTHAITH3aTOpe,

reMo()HIIbTPE UM TEMOKOHIIEHTPATOpe

4.7.5 O6beM OIOCTH MO KPOBH

I'OCT ISO 8637-2012

{ Ps, Ps

<4

2
/

4 B
| — operymatop pamBieHus;, 2 —
remoauanu3arop, 3 — mnepdy3HoHHBIH
Hacoc; 4 -  pesepByap s
HCOBITATEIBHOTO  pacTBOpa, J  —

¢wnbTpar; 6 — cnus

IIpumeuyanue — YcinoBHeie 00O3HauCHUS

no 3.24.

Pucynox 9 — CxemMa cucteMsl Iis
H3MEPEHUA CKOPOCTH (QHIIBTPAIHH B

KaTyILIEYHOM reMOANAIN3aTope

OO6beM MOIOCTH 10 KPOBH M (€CIH NPHMEHHMO) TIOJIOCTH 110 AUATA3UPYIOIIEH

KUAKOCTH OIPCACITAIOT TPU CMOUYCHHBIX MeM6paHax (T.e. YCTPOﬁCTBO JOJIDKHO OBITH
IIOATOTOBJICHO 110 PCKOMCHIAIUAM HM3TOTOBUTECIIA AJI1 KIIMHUYECKOTrO le/lMeHeHl/I}l),

HCIIONB3YsI HECTIOCOOHYIO K YIbTPaUIIBTPALIMH KUIKOCTE. ITOT 00BEM ONPEREIAIOT
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JUI BCErO YKa3saHHOTO H3TOTOBUTEICM HMAIa30Ha TPAHCMEMOPAHHOTO AaBJICHHS HUITH
CPEeIHETO JABJICHHUA B KaTyIIEYHOM T'€MOAUAIN3ATOPE.

4.7.6 'uapaBimdeckoe COMPOTUBICHHUE

I'mapaBinyecKoe CONPOTHBIICHHE TTOJIOCTH MO KPOBH H (€CIH 3TO NPHUMEHHUMO)
MOJIOCTH TI0 TUAJIM3HPYIOMEMY PACTBOPY ONPENeNsaioT, Henonb3ys 32 %-uwiit (V/1)
PacTBOP DIHIEPHHA H BOABL. OTH W3MEPESHHS MPOBOIAT [UIA BCEr0 YKA3aHHOTO
W3TOTOBHTENEM [HAMA30HAa Pacxoja KPOBH, pacxofa AUATH3HPYIOIIETO PacTBopa M
TPaHCMEMOPAHHOrO  JABJICHHS WM  CPCOHETO HaBJCHUS B  KaTYIICYHOM

TeMOIHANTN3ATOPE.
5 Mertoabl HCIIBITAHUIA

5.1 VYcaoBusI KAYeCTBEHHOT0 MIPOU3BOACTBA

CootseTcTBHE TPEOOBAHUIO, YCTAHOBIIEHHOMY B 4.1, OMPENensioT MPOBEPKOH.

5.2 ToxcukoJorus i GHOJIOTHYECKAS] COBMECTHMOCTD

TOKCHYHOCTE M OWOJIOTHYECKYIO COBMECTHMOCTh MAaTE€pPHAJIOB YCTPOWCTB,
KOTOPBIE KOHTAKTUPYIOT ¢ OMOJOTMYECKUMH PAacTBOPAMHU, ONPEACIAIOT Ha o0pa3uax
YCTPOMCTB KKJIOr0 HOBOTO THMA TeEpel WX peaus3aleii, MOC/ie BHECCHHUS
KaKAX-JIM00 M3MEHEHHH B KOHCTPYKIIMOHHBIE MaTE€PHANIBl YCTPOUCTB JAHHOTO THIIA
WA B METOJT CTEPHITH3AIHH.

II puMeUvaHue — HcnbiTanue NpOBOIAT METOdaMHu, YCTaHOBJICHHBIMH B
cootBercrBytomux HJI.

5.3 CrepuibHoOCTH

[Tpouiece crepunu3anuu MpoBEPAIOT Ha 00pa3liax TOTOBOW MPOAYKLHH 10 €€
peanu3anyi, a B JAIbHEHIIEM CTEPIJIBHOCTh H3ENHi — Ha o0pasmax W3 KakIoil
MapTHH.

5.4 IIuporeHHOCTH

HcnviTanne Ha MAPOTEHHOCTb NMPOBOAAT HAa 00Opa3max YCTPOHCTB KaKIOTO
HOBOTO THMA OO WX Pealn3allii, TPH 3TOM H3TOTOBHTENh MPOBOAUT TPOBEPKY
MHPOT€HHOCTH O0pa3moB W3 KAKAOH MNAPTHH IS TapaHTHH alHPOTEeHHOCTH

MPOAYKIUH.

18



T'OCT ISO 8637-2012

5.5 TIlocaeacTBusi crepumM3alul

OO6pa3sl TOTOBBIX WM3/ICTIMH WCHBITHIBAIOT HAa COAEPKAHWE MOTCHIMAIBHO
OIMACHBIX OCAAKOB IO YCTAHOBIICHHBIM TOKCHKOJIOTHUECKHM METOJAM Mepel Kakaoi
peanu3aliell yCTpouCTB HOBOTO THITA, M B JalbHEHIIEM H3TOTOBUTENH TMPOBOIMT
UCIIBITAHUE HA OIIPEIEIEHHE TOKCUUHBIX OCAJIKOB Ha 00pasax M3 KaIOH MapTHU ¢
MENBI0 TapaHTHH OC30TAaCHOCTH TPOMYKIMH, a TAKKE MPH JMOOBIX HM3MCHEHHAX
MaTepragoB KOHCTPYKIHH.

5.6 MexanmyecKkHe XapaKTePHUCTHKHA

5.6.1 KoHCTpyKIIHOHHAS TIPOYHOCTH

HcnsiTanne npoBoaT HEpe] peain3anyeii Ha phIHKE YCTPOHCTB HOBOTO THIIA H
HE PacCMaTPHBAIOT B KAYECTBE IPOBEPKH KaueCTBA.

5.6.1.1 Meroauka uCbITAHAS

VY cTpoiicTBO 3aNONHAIOT BOJOH, HPHKIIAABIBAIOT K HEMY H30BITOUHOE JaBJICHHE
H TIPOBEPSIOT, HET JHM yTeukd Wik Apyrux gedexroB. Ecam nenecoobpasHo,
HCIBITBIBAIOT YCTPOWCTBO IPU BaKyyMMETPHUYECKOM JABJICHHH H TAKXKE MPOBEPSIOT,
HET JT YTCUKH WITH TPYTUX MePCKTOB.

5.6.1.2 Pearentst

56.12.1  AmntukoarymmpoBaHHasd OBIUbA WM YEIOBEYECKAas IIa3Ma C
MacCOBOM KOHIleHTpalkei nporenta (60 + 5) r/m.

56.122  Bopga npu temneparype (37 £ 1) °C; ecni NpOBOANTCS HCTIBITAHKHE
npu BakyymmerpuueckoMm pgasiaeHun (5.6.1.5.3), TO HCHONB3yeTcs TOABKO HYTO
BCKHITSTIEHHAS BOJIA.

5.6.1.3 Texamueckoe OCHAIIEHUE U MPHUHAUIC)KHOCTH

5.6.1.3.1 KoMrmuieKT KpOBOMPOBOIAIINX MarucTpaiei, nepdy3uoHHbIH HACOC K
COCY M3 HePIKaBEIOMIEH CTaIN WITH TJIACTHKA, PACCIUTAHHBIC HA TPUMEHECHNE ITIa3MEI
kpoBu (5.6.1.2.1), KOTOpBIC HKCIOJIB3YIOT 0OPH MOJACIMPOBAHMH T[EMOIMANIN3A,
reMOoIITBTPAITH WK TeMokoHTIeHTpartiw mo [SO 8638.

5.6.1.32 CoenuHenns mis NOAKIIOUCHHA K KPOBOIPOBOIAIIMM ITOJIOCTSIM
YCTPOICTBA, OCHAIICHHBIE TPYyOKaMH, CIOCOOHBIMH BBIICPKATh HCIBITATEEHOS
JaBjcHue U (mpu HEOOXOMMOCTH) MPUTOAHBIE UTs moaaun gaBieHus (5.6.1.3.6) mo
I'OCT ISO 8638.
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56.133 CoenuvHeHHs I MNOJKITIOUEHHS IMOJOCTH IO JHAJIH3aTy WIIH
¢unerpary, oOCHalleHHBIE  TPyOONMpPOBOJAMH ¥ CHOCOOHBIE  BBIIEPIKATh
WCIBITATEIIFHOE IaBJICHHUE.

IIpumeuanue — Hcrmomp3yroT COeOUHEHHS C YCTPONCTBAMH, HMEIOIIUMH 3aKPbHITHIE
HOJIOCTH JUANH3HPYIOLIEro pacTeopa uid ¢unerpaTa mo ISO 8638.

5.6.1.3.4  Bnokupyronme ycrpoiictBa ((GHUTHHTH), MPEIHAZHAYCHHBIE IS
3aKPBITUA MOJIOCTH MO JUaIn3aTy, YCTAHOBJICHHBIE Ha TPyOONpPOBOAE U CIOCOOHBIE
BBIJICPYKATh UCTIBITATEIFHOE TABIICHUE.

IIpumedanue — Hcnonab3ylOT TONBKO GUTHHIH C yCTPOHCTBAMHE, HMEIOLLIMMH OTKPbIThIE
MOJIOCTH JHAJIM3UPYOLIEro PacTBOPa MK (HHIIBTPATa.

5.6.1.3.5 3axums gia tpy6ok (mo HJT).

5.6.1.3.6 HMcTOYHMK WIM HMCTOYHUKH, MPUTOAHBIE I TOJAYd 3aTAHHOTO
JTABIICHUS (TABIICHUA ).

5.6.1.3.77 H3mepurenu maBiIeHUS COOTBETCTBYIOIIETO JUANa30Ha JABICHHI
C MOTPEITHOCTHIO u3Mepenus + 10 mum pr. cr. (mo HJI).

5.6.1.4 Ot6op 1 noAroToBKa 00pa3LoB IS UCIIBITAHHS

O0pa3upl BEIOUPAIOT MIPOU3BOIBHO U3 IPOYKIIUKA H3TOTOBHUTEIIS, B OTHOIIEHUH
KOTOPOW JIOJDKHBI HCIOJIB30BATHCA BCE KPHUTEPUH KOHTPOJS O€30MacHOCTH H
kauecTBa. [loAroroBka 0ToOpaHHBIX 00PA3LOB — B COOTBETCTBUH C PEKOMEH JALIAAMHE
W3rOTOBUTENIA IUIA KIIMHAYECKOTO IPUMEHEHHS.

5.6.1.5 Meroauka UCbITAHUSA

5.6.1.5.1 Ycrpoiicrso nepdysupyroT miasmoit (5.6.1.2.1) B Teuenue 7 u mpu
temnepatype (37 £ 1) °C w rpagueHTe MaKCHMAaJbHOTO [aBJICHUS Ha
MOJYTTPOHHUIIAEMOH MeMOpaHe, PEKOMEHI0BAHHOM M3TOTOBHTENIEM.

CoGwupatrot yctpoiicTo (pucyHok 10).
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Vg o

! — wu3Mmepurens pasieHHsA; 2 — TOJOCTh HO KPoBH;, 3 — TIONOCTh
JMHATM3APYIOIIETO PpacTBOpa WK GHIbTPaTa; 4 — ACTOUHHK KHAKOCTH JIJIS HCIIBITAHAS
MPH W30BITOYHOM HJTH BaKyYMMETPHUECKOM JIABJICHAN

IIpumedanue — I'eMOGHNBTPHI M T€MOKOHLIEHTPATOPbI MOIYT HMMETh TOJBKO OIHO
COeAMHEHHUE I10 MOJIOCTH (PUITBTPaTa; B reMOHANH3ATOPaX C OTKPHITOM MOJIOCTHIO AHATH3HPYOLIETO

pacTBopa  COeNMHEHHs  STOH  MOJNOCTH  TePMETH3MPYIOT  3amIyIuKaMH,  CIELHANbHO

CKOHCTPY UPOBAHHBIMHU [1JIs1 3TOrO UCIIBITAHUSL.

Pucynok 10 — Cxema ucIbITaHuUS HA KOHCTPYKITHOHHYIO TIPOYHOCTH

[TpoMBIBaIOT TOMOCTH KPOBH M IHANA3HPYIOMIETO pacTBOpa WM (DHIBTpaTa
Bomoit (5.6.1.2.2) mpu rtemmeparype (37 + 1) °C, yuuTBIBasg, 4TO YCTPOHCTBO
Heo0XoauMO OCBOGOIUTE OT BO3AYyXa.

5.6.1.52 Cospaior u30BITOYHOE MaBjieHHe, B 1,5 paza mpeBblmIatolnee
PEKOMEHIyeMOe H3TOTOBUTENEM, H TePMETH3HPYIOT ycrtpoiictBo. YUepes 10 muH
H3MEPAIOT JABJICHHE H OCMATPHBAIOT YCTPOHCTBO.

5.6.1.53  Tlpu HEOOXOOUMOCTH CO3HAIOT BAKYYMMETPHUECKOE NABJICHHE, B
1,5 pasa mpeBHILIAIOIICE PEKOMEHIYEMOE H3TOTOBUTENIEM, H TEPMETH3HPYIOT
YCTPOICTBO TakuM 00pa3oM, YTOOBI BaKYyMMETPHUECKOE JABJICHHE OBUIO MEHBILE
MuHyc 700 MM PT. CT.; 3aTeM YCTaHABIHBAIOT BaKyyMMETPUYECKOE JABJICHHE MHUHYC
700 MM pr. ct. Uepes 10 MuH HU3MEPSIOT AABIEHHE H OCMATPHBAIOT YCTPOHCTRO.

5.6.1.6 Od¢opmiieHue pe3ynbTaToB

5.6.1.6.1 Hcnpitanue Ha U30BITOUHOE AABJICHUE

HeynoBneTBOpUTENbHBIA PE3yJIBTAT HCIBITAHHS BBIPAXKACTCA B CHIKCHUH
nmaBiieHuA Gosee uem Ha 1 %, yTeuke win nedopManiuy MaTepHaaoB KOHCTPYKIHH.

Pesynbrarst (uxcupyror Kak «YIOBJICTBOPUTEITHHBIE WITH

«HEYHOBJICTBOPHUTCIILHEICY .
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5.6.162 HcnblTanue Ha BAKYYMMETPHIECKOE JABICHHE

HeynosnerBopurenbhblii pe3ysibTar HCHBITAHWUSA BHIPAXAETCA B CHHXKEHHM
BAaKyyMMETPHYECKOTo JapieHus1 Gornee ueM Ha 1 %, yTeuke win jaedopMHpOBaHUH
MaTepHaJIOB KOHCTPYKIIHH.

Pesynsrats ¢dukcupyior KakK «YROBJICTBOPHTEIILHBICY WA
«HEY IOBIICTBOPHUTEBLHEIEY .

5.6.1.7 TIpoTokon ucnbITaHUH

OdopMIIOT TMPOTOKON HWCMBITAHWN, T/ie HCHBITaHHE (PHUKCHPYIOT Kak
«YNOBIICTBOPHTENILHOE», €CIH BCE 00paslbl BBIACPKANM  WCIBITAHHS, W
«HEYJOBJIETBOPHTEIBHOECY, €CITH KaKOH-THO0 W3 00pa3ioB HE BHIACP KA HCIILITAHHIA.

Vka3bBalOT pa3Mep BHIOODKH W OOOCHOBaHHE €€ CTaTHCTHYCCKOM
JIOCTOBEPHOCTH.

5.6.2 IlemocTHOCTH MeMOpaHEB

LenoctHocte  memOpansl 1o 4.6.2  ompeAensioT MO  METOIWKE,
pekoMeHIoBaHHOH u3rotoBuTeneM. [lo 3ampocy mHpOpMalKa 00 MCHBITAHHH U €ro
Pe3yNbTaTHl JOJDKHBI OBITh HPEIOCTABJICHBI H3TOTOBHTENEM. ANICKBATHOCTh METO/A
HCIIBITAaHUS MEMOpaHbl Ha IEJIOCTHOCTh MPOBEPSIOT IEpel peann3anueii ycTpoicTs
HOBOTO THIIA B COOTBETCTBHH C METOOM, IPUBEICHHBIM B IPHIOKCHUH A.

5.6.3 CoeawHEHHUA TTOJIOCTH TI0 KPOBH

CootBeTcTBHE TPEOOBAaHWAM K COSAMHEHHAM IIOJIOCTH TO KpoBu 1o 4.6.3
OTIPEICIISIOT BU3YATBHO.

5.6.4 CoeauHeHHMS C IIOJIOCTHIO M0 AWAIN3aTy TeMOIUaIM3aTopa

CootsetcTBHe TpeboBarmaM 4.6.4 onpeaesioT BU3yalbHO.

5.6.5 CoeavHeHus ¢ TOJNOCTBIO  (uWiIbTpaTa  reMOQMIBTpa WA
TEeMOKOHIICHTPATopa

CootsetcTBHe TpeOoBaHUAM 4.6.5 ONPEAEIOT BU3YalbHO.

6 YnakoBka, MAapKHPOBKA H KCILTyaTALIMOHHbBIE JOKYMEHTBI

6.1 YnakoBKka 1 MapKHPOBKa

6.1.1 Tlotpeburenpckas Tapa (yrnakoska)
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[Torpeburenbckas ynakoBka J0KHA COAEPHKAT:

- HAHMMCHOBAHHE H aaPEC U3TOTOBUTECIIA,

- HaWMCHOBAHHUC HU3JICIIHUA;

HUACHTH(OUKAIIMOHHBIA KOJ H3TOTOBUTEIS U3ICIINS,

- HOMEp TMapTHH, TMO3BOJIOIIHIA  MPOCIEAUTh  TOCIEI0BATENbHOCTD
HU3TOTOBJIEHHS KOHKPETHOTO YCTPOHCTBA,

- 3aKIIOYEHHE O CTEPWIBHOCTH M alHUPOT€HHOCTH, a Takke MH(OpMAIHIO O
CTEPWJIBHOCTH BCEr0 COJICPKMMOTO YIAKOBKH HJIM TOJIBKO MyTeH NepeMeIeHHs
JKHJIKOCTH B YCTPOMCTBE;

- MecsI[ M TOJi CTEPWJIM3alMM ¢ TOYHOCTBIO A0 30 jHell, HauumHAsA C
(bakTHUECKO# IaThl CTEPHITH3AINH;

- YKasaHuec 00 OJHOKPATHOM HCIIOJIb30BaHHUH.

Ilpumeuanue - Jlomyckaerca TalKke WCHONB30BaThb  ODO3HAYeHHE MO ® 1SO
7000;

- Hammuck «lIpouTHTe HHCTPYKIUH Mepe IPUMEHEHHEM

- HHCTPYKIHUIO 10 MOATrOTOBKE K INIPUMCHCHHUIO reMmoauanu3aropa,
reMO(IIBTPa HITH TEMOKOHIICHTPATOPA;

- YCJIOBHS XpaHEHHUsI U 0OpareHus.

6.1.2 TparcmopTHas Tapa (YHakoBKa)

MapkupoBka TpaHCIOPTHOH YIAKOBKH MOJKHA CONEPIKaTh:

- HaAKMMCHOBAHHE U aap€C U3TOTOBUTEIIA,

- HauMEHOBaHHWE M aJpec IHCTPUOBIOTOPA, €CIH OHU OTJAMYATCA OT
HaUMCHOBAHHUA U aapeca U3rOTOBUTEIIA,

- HaUMCHOBAHHUC U3ACIINA, ONTUCAHUEC COACPKUMOI0 U KOJTMYECCTBO YCTpOfICTB,
COOCPKAIIUXCA B TpaHCHOpTHOfI YIIaKOBKE;

- uACHTH(HUKAIMOHHBIA KO/ H3TOTOBHUTELA,

- HOMEp napTuu, TO3BOJISIOIIHI IIPOCJICINUTD IIOCJICIOBATCIIBHOCTD
HU3TOTOBJICHHUA JAHHOI'O yc’I’pOﬁCTBa;

- 3aKIYCHHUC O CTCPHUIIBHOCTH U alITUPOICHHOCTH,
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- MeCAall W TOA CTepuiaM3amuu ¢ TOYHOCThIO m0 30 jHe#t, HauuHad ¢
(hakTHYECKOM JAThl CTEPHIM3AIAM,

- HWHCTPYKIWH W MPESAYIPEKIACHHUS O XPAHSHHH U OOpAIICHAN.

6.1.3 MapkupoBka ycTpoiicTBa

MapkupoBka yCTPOHCTBA TOMKHA COICPIKATS!

- HaWMEHOBAHHUE MPEANPHUATUA-U3TOTOBUTENS,

- HaAMMCHOBAHHC HU3OCIIHA,

AAeHTU(DUKAIMOHHBIH KO P MIPHUATAA-N3TOTOBUTEIS N3 IEITHST,

- HOMEp [apTHH, IO3BOIOMMI TPOCIETUTb  IOCIENOBATENBHOCTD
W3TOTOBJICHUS JAHHOTO YCTPONCTBA;

- MaKCHMAalbHOE, pEKOMEHIYeMOE€ H3rOTOBHTENEM TpaHCMeMOpaHHOE
nasnerne (TMP) mmu (mpu HEoOXOOMMOCTH) CpeIHee NABJIICHWE B KaTyLICYHOM
remomammsarope (MCP);

- HampaBleHHWE KPOBOTOKA M IOTOKA AHUATM3UPYIOILEro pacTBopa (mpu
HEOOXOTUMOCTH).

6.2 JlokymeHTAIIUS

6.2.1 OxcrutyaranuoHHas JOKyMEHTAIMs

JloxyMeHTanust K101 TPaHCIOPTHOH YIIaKOBKY TOJDKHA CO/IEPIKaTh:

- HaWMEHOBAaHWE U aPec NpeaNpPHUATHA-U3TOTOBUTENS,

- HAaWMCHOBaHHC HU3ICJINA,

uACHTU(DUKAMOHHBIN KO IIPeMIPHATHA-A3TOTOBUTEIIS M3 AEIIHS,
- 3aKIFOYCHWEe O CTEPHIBHOCTH W ANHPOTEHHOCTH, a TaKiKe MEeTOJd
CTEepHITH3AITIH,

- YKasaHue 00 OAHOKPATHOM NPUMCHCHHWH.

IIpumedanue — MoxkeT Takxke HCIONB30BATHCA 0O03HAUESHIE ® o ISO 7000;

- pa3nm4HBIE NpeAyNpeuTenbHbIe coobmenus (6.2.3);

- PEKOMEHIYEMYIO IIPAKTHKY aHTHKOATYJISALHIM;

- mH(OpMamuo 0 1060M He0OX0AMMOM BCIIOMOTATeIEHOM 000PYAOBAHUH;

- HAWMEHOBAHHE THNA U (TIPH HEOOXOAMMOCTH ) (PMPMEHHEIM 3HAK MEMOPAHBIL,

- oflIee onMHCaHWe YCTPOHCTRA.
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HpI/lMe‘iaHl/le — Omucanue JOJDKHO COAEPXKaTh CHeUUajibHbIC MapaMeTphl, HAIIpUMEp
CKOPOCTb (pMIBTpaLHH, TPEGYIOIIYIO CIIEMHANBHBIX PErYJISITOPOB, WIH HEOOKOAMMOCTD Jea3paLyy
JUAM3UPYIOILETO PacTBOPA;

-  PEKOMEHJAINH II0 NPUMEHEHUIO COSOMHEHWH TOJOCTH MUATH3UPYIOLLErO
pacTBopa Wiu PHUIbTpara,

- JKCIUTyaTallHOHHBIE XapaKTCPUCTHKH B COOTBETCTBUH ¢ 4.7.

Ipumeuanue — Ilpu neoOxomumocTd HHGOPMALMIO NPUBOIAT B BHAe rpadukos,
TO3BOJISTIOIIMAX TIPOBECTH HHTEPITOJILIIIO IaPAMETPOB;

- YBEIOMIICHHUE MOJIb30BATENS O MPEAOCTABIICHHH TI0 €0 3alpocy CIEAYIOIEH
nHpopmaryu:

a)  ONHMCaHHE METOJOB WCHBITAHHA, HCIOJAb3YEMBIX Ui TOJTYYEHHA
3HAYCHHUH MPHU ONpeAeeHHH XapaKTePUCTHK In Vitro;

b)  cooTBeTcTBHE XapaKTEPUCTHKH in  Vivo mNpuBeAeHHBIM B 4.7
XapPaKTEPUCTHKAM In Vitro;

¢)  00BeM TPOMOHPOBAHHOM W OCTATOUHOM BO3BPAIIAEMOM KPOBH,

d)  OCHOBHBIE HANMEHOBAHHS MATEPUAIOB KOHCTPYKIMH B COOTBETCTBHH C
HA;

€)  YHWCIIO0 W IWana3oH PasMEepPOB MUKPOYACTHI[ M BOJIOKOH B OTMBIBOYHOM
pacTBOpe MpU MOArOTOBKE COINIACHO PEKOMCHIALWAM TMPEINPHATHA-H3TOTOBHTEIIS
Ul KIMHMYECKOTO HCIOJIb30BAHUS, a TaKke OMHCaHWe METOHAa HCIBITAHHS,
HCTIONB3YEMOTO [UTS IPOBEACHNUSA TOJOOHOr0 H3MEPEHHSL.

6.2.2 MHCTpyKLUSA MONB30BaTENS

HHcTpykiua q0ImKHA COAEPKATh CISAYIONIYI0 HHOPMALMIO JJIsl YCTAHOBKH U
HanaJKH1 yCTpoicTBa:

- HampaBJIeHWE MOHTa)XKa YCTPOMCTBA HA HECYICH KOHCTPYKIMH, CCIIH 3TO
TIPUMEHHAMO;

- PacHoJIOKEHUE COCIUHEHUH Ui KPOBOMPOBOIAINMX Maructpaicii u (mpu
HEe0OXOZMMOCTH) PACMONIOKEHAE COSIMHEHHI TPYyOONpOBOIa JUTA MATH3HPYIOLIErO
pacTBopa;

- PEKOMEHIYEMYIO METOJMKY 3alPaBKH, OTMBIBKH W 3aBEPIICHHS IPOLIECCOB

reMoAnau3a, reMoHIbTPALINK U TeMOKOHIIEHTPAIHH;
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- HaIpaBJIECHHE KPOBOTOKA (€CIH 3TO MPHMEHHMO);

- TUNHYHYIO JUArpamMMy TIOTOKOB.

6.2.3 TlpenynpenureibHbIe COOOIIEHMS

Coo01ieHne DODKHO COIEPIKaTh:

- OTrpaHMYEHHUS IO NABIICHHSIM,

- OrpaHMY€HHs [0  pacXxody  MHATHM3HPYIOIIETO  pactBopa (s
reMoANanu3aTopoB);

- OTPaHMYCHHMA 10 PACXO/Iy KPOBH;

- §OpenympexnaeHue (IpH  HEOOXOOWMOCTH) O TOM, 4YTO BCIIEACTBHE
o0s3aTenbHON  (UIBTpAllMM  HyJeBas CKOPOCTh (MJIBTPALMM HE MOXET OBITh
JOCTHUTHYTa 0€3 IOJIOKHTENBHOrO AABJICHUS AMAM3HUPYIOIIET0 PacTBOPa, KOTOPOE
NPENCTaBIsIeT  ONACHOCTh  W3-32  PUCKA  TPOHUKHOBEHWS  HECTEPHIBHOTO
JAT3HPYIOMETO PACTBOPA B KPOBOTOK M (€CJIM 3TO BO3MOXKHO) PHCKA MEPEKATHS
MOJIOCTA 1[I0 KPOBM B DE3yibTare CHABICHHUS AHATM3UPYIOIIAM PACTBOPOM
TIOTYTIPOHULAEMOH MeMOpPaHBI;

- HMHCTPYKIHIO IO OTMBIBAHHIO YCTPOICTBA EPE €ro HCIONb30BAHHEM,

- NpeAynpexaeHue O HeoOXOAMMOCTH HCHOJIb30BAHUS — CHENUAILHOTO
000pyI0BaHHS,

- TepeyYeHb U3BECTHBIX OTPHIIATENBHBIX PEAKIIHiT;

- mepedeHb OOLUMX W CICHHANBHBIX TPOTHBOMOKa3aHui, Hampumep «He
PEKOMCHIOBAHO [UIA TE€OHATPHUYECKOTO HCTONb3oBaHu®», «He wucmomp3oBars Ha
HEJIEadPUPYIOLINX CHCTEMAX MOJAYH THAITHU3HPYIONIEro pacTBOPay;

- NpeAyNnpeXAeHHe O CHIDKSHWH OKCIUTyaTalMOHHBIX XapaKTEPUCTUK I[PU
HCTONTb30BAaHUK YCTPOMCTB CO CHIDKCHHBIM YPOBHEM [aBJICHWM W PacXofa HIKE
OMNPENEEHHOr0 YPOBHA HJIA IIPH W3MEHEHHH OPHEHTAMM B IMPOCTPAHCTBE

(TOpH30OHTATPHO, BEPTHKAIBHOR U T.1.).
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Ipnioxkenue A

(o0m3aTebHOE)

HpOBepKa AJ€KBATHOCTH ME€TOAUKH UCIIBITAHHA HA LIEJIOCTHOCTD MeMﬁpaHbl

HcnpiTanne MpoOBOAAT HEMOCPEACTBEHHO TEPE peanu3aldeil yCTpoicTea
(5.6.2) u He paccMaTPUBAIOT KaK HCHBITAHAE HA KOHTPOJIb KAYECTBA.

A.1 CymHocTh MeTOa

H3znenue moasepratoT HEPa3pyIIAIOIEMY HCIBITAHUIO VISl BbISABIEHUS YTEUEK
MeMOpaHbl. [ ompeneneHusi yTeuKM KPOBU TMPOBOIAT mepdy3di0 YCTpoiicTBa
KPOBBIO B CTEHIOBBIX YCIOBHAX (in Vitro).

A.2 Pearentni

A.2.1 AHTHKOAryIMpoBaHHas OblYbs UM YETOBEYECKast KPOBb C TEMAaTOKPUTOM
25 % w koHueHTpanuei nporenta (60 + 5) r/n npu emmeparype (37 £ 1) °C.

A 2.2 JNnamasupyromuid pacTBop: Boja mpu Temmneparype 37 °C wma (ecmm
HWMeeT 3HaYCHNE KITMPEHC HOHOB) PAcTBOP XJIOPHAA HATpus 154 Mraks/i.

A.3 Anmaparypa

A3.1 Tlepdysuonnsni macoc (mo HJI) mnsd KIIMHAYECKOTO TeMOIHAIN3A,
reMO(HUIIbTPALIMY M F€MOKOHIIEHTPALIKH.

A.3.2 Cocyn w3 milacTHKa WM HepkaBerollel crany Ui nepdysara.

A.3.3 Harpesareb, He MMEIOIIHMIT HENOCPEACTBEHHOrO KOHTAKTA C Hepdy3aTom
U obnagaronmii ciocoGHOCTHIO MOIEPKUBATh TeMnepatypy mepdysara (37 £ 1) °C
(mo HJI).

A.3.4 Hsmepuremu pasneHwms (mo HJI), mcmonp3yembie mpu TreMOOHANH3E,
reMo(rITb TPy Wi TEMOKOHIIEHTPAIIHH.

A35 Kommnekr KpoBONPOBOAAIIMX MArMCTpajied Al KIMHHYECKOTO
TeMOJINaN3a, TeMO(HITBTpANy WK TeMokoHIeHTpanny mo [SO 8638.

A 3.6 CuctemMa m1g mepeMeneHns THATH3UPYIOIIEro PacTBOpa TEMIEepaTypoit

(37 £ 1) °C uepes HoONOCTE O AWATM3ATY FEMOAUATIA3ATOPA.

IIpumeuanue — JJaHHYIO CUCTEMY NIPUHUMAIOT TOJIBKO JJIi F€MOAUAIU3ATOPOB.
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A.4 BpiGopka 1 TOATOTOBKA 00PA3I0B K HCIBITAHHIO

Hcnonesyror (rae 3TO NPUMEHHMMO) CTATUCTHYECKH 3HAYMMYIO BBIOOPKY
00pa3suoB yCTPOWCTB, OTBEYAIOMMX BCCM KPHTCPHAM OC30MaCHOCTH M KadyecTBa.
IloaroroBka yCTPOHCTB — B COOTBETCTBHM C PEKOMEHAALUMUAMH K KIMHHYECKOMY
TIPEMEHEHHIO H3TOTOBHTES.

A.S Meroauka

IMonocte no kposu (A.2.1) 3amonHsOT KpoBbiO. KPOBh pELUPKYIHUPYIOT Yepe3
MOJIOCTh MO KPOBH MPH MAaKCHMAJIbHOM TPAIMCHTE JABJICHHS HA MOJTyTPOHHIIAeMOM
MeMOpaHe, PEKOMEHIOBAHHOM H3TOTOBMTENIEM, IPH 3TOM PAcXoA KPOBU BbIOMPAIOT
THUIAYHBIM JUTA Pacxoja KPOBH NIPH KIIMHAYECKON MPOTIeype.

ITo ucreuennn 30 MAH HCCIEAYIOT BU3YAIbHO JTUATU3UPYIOMIHI PacTBOp WA
(dunbTpaT Ha NPUCYTCTBHE KPOBH.

A.6 OdopmiieHue pe3yIbTATOB

He nomxHo 6bITh 00HApY’k€HO IPUCYTCTBUSA KPOBH.

[NonyueHnbIC PE3YJIbTaThI OLICHUBAIOT B MPOTOKOJTE Kak
«yJIOBJIETBOPUTEIIbHbIE) WIH «HEYIOBIECTBOPUTEIbHbBIE).

A.7 TIpoTOKO0 HCIBITAHHS

Ecmu kakoii-nmnbo oOpasen; He OpoIIen MCIBITAHUE, PE3YJIbTaT (PHKCHPYIOT B
TIPOTOKOJIE KaK «HEYAOBICTBOPUTEIBHBIN.

B npoTokosie ucnplTaHni MPHUBOIAT TakkKe 00beM BHIOOPKH U 00OCHOBAHUE €€

CTaTHUCTHUYECKOMN AOCTOBCPHOCTH.
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Npunoxenue A

(cnpaBouHoe)

CBefeHNA 0 COOTBETCTBUN MEXIOCYAapPCTBEHHbIX CTAaHAapPTOB

CCbIJTOYHbIM MeXAYHAPOAHbIM CTaHAapTaM

Tabnuua JA.1

0O603HayeHne 1 HaMmeHoBaHue CrteneHb 0603Ha4YeHnEe U HAMMEHOBaHWE
MEXAYHapOAHOro cTaHgapTa CoOoTBET- MEXrocyAapCTBEHHOIO cTaHaapTa
cTBus
ISO 8638:1989 KomnnekT IDT FOCT ISO 8638 — 2012 Komnnekr
KPOBOMPOBOASILLMX MarMcTpanen ansi KpOBOMPOBOAALLMX MarmcTpanem
remMoauannsaTtopoB, reMounsTpoB U AN remMoamann3aTopos,
rEMOKOHLIEHTPaTOpPOB reMounbLTPOB 1
reMOKOHLEHTPaTOpOB.

TexHn4eckue TpebosaHusa u

METObl UCNbITAHUN

ISO 472:1979 MNnactmkn. Cnosapb -

ISO 7000:1989 paduueckue

CUMBONbI, 1cnonb3yemMble Ha .
obopyaoBaHmu. NHApekebl 7]
000o3Ha4eHnst

* COOTBETCTBYIOLNA MEXIOCY[apCTBEHHbI CTaHAAPT OTCyTCcTBYeT. [lo ero yTBepaeHus
PEKOMEHAYETCA MCMONb30BaTh NEPEBOA Ha PYCCKWWA A3blK AAHHOMO MEXAYHAPOAHOrO CTaHAapTa.
MepeBOA A4aHHOMO MEXAYHAPOAHOrO CTaHaapTa Haxogutcs B deaepanbHOM UHGPOPMALMOHHOM
hOHI e TEXHUYECKUX PErTIaMEHTOB U CTaHAAPTOB.

MpumedaHue - B HacTosiem craHfapTe WUCNONb3OBaAHO Crieayiolee yCroBHoe

obo3HavYeHne cTeneHn CoOOTBETCTBUA CTaHAapTa:

- IDT — naeHTUYHblE CTaHAApPTLI.
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YK 616-073.27-7:006.354 MKC 11.040.20 P24 IDT

KnroueBbie ciioBa: MemUIIMHCKOE u3geiane, KpoBb, AUAIN3, TEMOAUAJIN3ATOPLI, OMNPEACICHUS,

TEXHUYCCKUE yCJIOBHA, UCTIBITAHUA, MaAPKHUPOBKA, YITAaKOBKa
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