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MOCT IS0 8637-2012
[Mpeancaosne

L, ocHOBHEEE MPHELETED H TIOPA0K TPOBETEHEA PADOT M0 MEKIOCY1APC TBEHHON CTAHARPTHILLITH
weranosieds DOCT 092 aMesrocy 1apeTecHHas cHOTEME CTanAapTiesanny. OCHOBHBIE DON0HEHIH: |
MOCT 122009 eMemrocy JapcrecHHas cucTema crapraprutaniy. CTaniaprsl Mekrocy npe Tk,
NPERERL H PekoMEHIALEN [0 MEKMocYIapeTeeRanil cradfaprasanny. Tpasinia paipadorsE, OpuEsTHA,
MPHMEHCHIEA, ODHORICHAA 0 OTMEHELD

Crenenns o cranaapre

I MOANOTOBAE Menepainbe s COCY AP TREHHE M VHHTAPHBM Ope npiardes « Beepoconiiowni
HOYHHO-HCCHEA0BATEALCKAT  UHCTHTYT  CTRHAMPTHIANNE  H  CepTifiikalid B MALHOCTMEH IS
(BHHHHMAILL

2 BHECEHN @egepaieibiv aredTeTooM 00 TEXHUMECKOMY  PEryRHPOBAHEKY  1F METPOISTIH
{Pocoranaapr)

3 MPHHAT MesrocvaapcTeeHHbM COBETOM 00 CTAHADPTHIALEN, METPOIOIHH 1 CepTRfiElLin
inporokon Ne 41-2012 o7 24 san 2002 1)
Ja NPUHATHE CTAHIAPTE IPOrOICORLTH:

K;'.IEI.I'D:IH: HANMEHOEOH S ﬂp:l.”hl. [ Kﬂ_.']_ CE'F'i.'IHh' no {.11':1Krﬁ.'l|.“u“.|{lj|." HaHMEeHOBRAHIIE
MK {HCO 31663 00497 ME {HCO 31 66) HALMOHANEHOTO OpTaHi

447 110 CTAHAAPTHELIHI

Acxepbuiipsan AL AJCTanaapT

Apaenita A ApMroccTanaapt

Benapyck BY Noccrangapr Pecny bk benapych

Faacran KE Focoranapr Pecnyviomgn Kasaxcran

Kuipremcran K Kaipresscranapt

Moanona MD Mo momacTan AT

Poccuiickas Medepaiins EL! Poccranaapt

Tanmukscran Tl TamsukcTanaanT

Ve KHCTan LIz YeTauaapt

Y EpaHH LA lNocnorpedcraniapT YEpaHHel

4 IMpueazos PejepaisHorn arcHTCTEL M0 TEXHHYECKOMY PEryvIHPOBAHHID B METPOIOrHH OT
19 aewadpa 2002 ¢ Ne 19209-c1 mesrocy gapereenisil ctantapt NOCT 150 8637-2012 spepen B aeficTene o
KAYSCTBE HALHOHANEHOTe cTantapTa Foceniickoi Denepaun ¢ | supaps 2015

5 Hacrodumymil cTanaapT HASHTHYEH MesdyHapoiHomy cranpapry 150 Be37T: 1989 Hacmodialysers,
haemaofilters and hagmoconcentrators | DemoIHATHETOP B, PEMO(HIBT PG B FEMOEOHLEHTPATOPR ).

CTenedb cooTBeTcTEHA — Haerrivanan ([DT).

CoreleHns O COOTBETCTEHH  MEETOCYIIPCTHEHHLEIN  CTAHAAPTOR  COBUIDHHBIM  MERIYHAPOIHEIM
CTAHAAPTAM MPHBSIEHEL B AOMOTHITEBHOM Opiiosenin J1A

Cranmapt noaroTorleH Ha ocHose Dpusererds TOCT P HCO B637-99

o BREJEH BITEFBBIE

Huchopoarggus o weedennn o delfiomane (Mpespauienin Qeiomens)  wacmosnesn  Catanedagma
RVELTLMKVERTCR o VR siimete a auuoniaii i e Crmasda g .

Hugbopmauun  0f  wIdMeneduar  § MQCMORmedy  cmandapmy aeiiemed & VRasamene
affayuonaisnnte camdapinie, g MeKom wIMeRennl — 8 wefopaageoness veazamery sHoaguonaasine
cmandapmmws, 8 cuvvge neproMempd Wi ORUWERL HQCMORIEN  CTMIOQPRE  COMMEe e VO IR
BRI OVOERT ORVINNEORERT § ORI GO Ve« STmion i sinie oo

2 Cranaapradduops, 2013

B Pocouiickoll dejepanmd HacTOAWNE cradaapT e someT 0kTh MOJHOCTEH UM HaCTHHHO
BOCTIPOHIBEICH, THPUKHPOBAH W PACOPOCTPAMEH B KAuecTBe ofMUHATEHOIO MidamMHe 03 paspeiuenin
l=lI"I".",':I,l:!'!'flil.'lEul-ll.'?ll'l.'!l APCHTCTHA [0 TEXHHYECROMY FErYAHPOBRHHEY H METTRIOCHEH
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BrepgeHue

HacTtoswwi cradgapT pacnpocTpaHAsTCA  Ha  YCTPOWCTBA  OOHOKPATHOMO
NPHMEHEHWA, npedHa3HaveHHbIe ansa remoguannaa, remodnsTpau9M M
reMoKoHUeHTpauuK. NpueefeHHBE B HACTOAWEM CcTaHgapTe TpeboBaHKA K yCcTpodcTEaM
cnocobeTeyoT obecnedveHno Wy Ge3onacHoi v addekTUBHOR JKCNNYaTaLMK.

Y¥cTaHoenedo, 410 Heuenecoobpa3sHo onpefenATs CBOWCTEA KOHCTRYHKUMOHHEIX
MaTepUanoB YKa3aHHLIX YCTPOWCTE, a Tawke YCTAHABNWBATL MEeTOOdbLl MCNLITAHWA Ha
GUOCOBMECTHMOCTL, CTEPMINBHOCTL, AMWPOrEHHOCTE W HEKOTOPLIE 3KCNNyaTauuoHHbIE
XAPAKTEPUCTHEM yCTpoWCTE. MNMoaTomy HacTOAWKWA cTaHgapT TpebyeT, 4Tobel MaTepuans,
W3 KOTOPLIX MArOTABNWBAKTCA YCTPOWCTEA, DuINK MCNBITaHL, W MHIPOPMAaUKWA N MeTodaM
3THX WCNLITAHKWA W NONYYeHHLIM - pe3aynsTatam npejocTaenAanace no 3anpocy. B
HAECTOAWEM CTaHAAPTE He ONpeaensdaTea U He YCTAaHABNWBAKTCA NpefensHbIe 3HauYeHWA
SKCNNYyaTauWoHHLIX XApaKTEpUCTHK YCTPOWCTR OOHOKPaTHOro NpUMEHEHWA,
npegHasHagveHdsix Ana remoduaniaa, reMopunsTpaum M reMoKoOHLUEHTPALUMK, NOCKONBKY
nogobHsle orpaHiYeHna He TpebyTca AnA KBanudWUMPOBaHHOD NONBI0BATENA W Cy3AT
ansTepHaTvey Belbopa aHANOMMYHOMo YCTPOWRCTEA ANA cneundHUYeckoro NpUMEHEHWSA.

MpW pa3spaboTke yCTPOWCTE OQHOKDATHOMS NPUMEHEHWA, NpEOHa3HaMEeHHLIX ANA
remoguanuza, remofuNeTPauMi W TeMOKOHUEHTpauuKu, HeobXoQuMmo  yYWTeIEaTb
KOHCTPYKTUBHYIO COBMECTHMMOCTE B YaCTH COSJMHEHWA WX KPOBONPOBOOALWMK NONOCTEW C
KPOEONPOBOORLMMK MarMcTPanamMM, OroBopeHHsIMK B 1SO BE38.

KoHCTpYEUMA W pa3amepsl 3THX coedMHEHWA Beibpadbl Takum obpaszom, 4ToOb
CEBECTH K MMHUMYMY PWCK yTeYKM KpOBM W nonajaHuA Bo3gyxa. CoefdHeHWA no

OMANKINPYOLWEMY PACTEOPY PACCYMTAHEI HA COBQUHUTENK XaHCeHa N YonTepa.
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rOCT 150 8637-2012
MEKIOCYJAPCTBEHHBIH CTAHIAPT

IEMOIHATH3IATOPBL, TEMOOHJIBTPLEI H TEMOKOHUEHTPATOPBI

Texuuueckue T[}EﬁDBHHHH H METO/bl HCOLITAHHH

Haemodialysers, haemofilters and haemoconcentrators.

Technical requirements and test methods

Jdara peeaennd — 2015-01-01

1 ObaacTs npUMEeHEHHRA

HacToswmii  cTaHaapt  yCTaHABIMBAET TpeDOBAHMA K KATYLISYHEIM,
MIACTHHYATRIM W KATHIMAPHBIM TEMOJHANNIATOPAM, 4 TAKKE reModiuibeTpaM o
reMOKOHIEHTPpaTOpaM (Janee — YCTPOHCTEA), NpelHaIHAYEHHEIM 118 OJHOKPATHOTO
MPHMEHEHHA.

HacTosmwuii craHaapT He VYCTAHABIMBAET IapaMeTphl KOHCTPYKUMOHHEIX
MATEPHATOE, METOJLl HCOLITAHHA HA OHOCOBMECTHMOCThL, OLUEHKY CTEPHIBHOCTH,
AMHUPOTeHHOCTE M OTASIBHBIE IKCIIYVATALHOHHEIC XAPAKTEPHCTHRH YCTPOHCTE.

Hactodmuii cravaapt He pacnpocTpaHAETCA HA YCTpOIicTBa, COOpaHHBIE H
CTEPHIHIOBAHHEIE NOIBIOBATENEM, KPOBONPOBOIALIHE MArHCTPAIH,
NnazMoQUIBTPEL,  YCTPOHCTEBA  COCYAHCTOrO  J0CTyna,  reMonepfyiHoHHbBE
YCTPOHCTEA, NEPhyIHOHHLIE HACOCH, MOHHTOPLl HMIMEPEHHA JABJICHHA W KOHTPOIA
BOZIYIIHLIX BKIHYEHHI B MArHCTPalax, reMolHald3Hele H reMofiHIsTpalHOHHbLE
ANNApAaThl, 4 TAKKE ANNapaThl 114 FeMOKOHLUEHTPALHH.

[Mpumevanne TpeboBanna K KOMIAEKTY KPOBONPOBOOSILHX MaricTpaned ans

reMoIHATHIATOPOR, FeMOfHIALTPOR H reMokonuenTpaTopos mo 150 8638,

T]JE:EIDEE!HHH HAaCTOAWET0 CTAaHIAPTD ABJIRKTCH 00AZATEIEHBIMH.

2 HopMmaTHBHBIC CCBLIKH

B nacroamem CTaHIapTe HCMOJIEZ0BAHEl CCRUITKH Ha CACAVHMIIHE CTAHJAPTRL:

Hinanne opuuHaIEHDE

1
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[SO 8638: 1989 Extracorporeal blood circuit for haemodialysers, haemofilters
and  haemoconcentrators (KoMnnexkT KpoBRONPOBOJALIHX — MarucTpaigeHd  am1s
reMOAHATHIATOPOR, FEMOQUIETPOR H FEMOKOHLEHTPATOPOE )

[SO472:197% Plastics. Vocabulary Bilingual edition (Ilnacturn. Cnosape)

[SO 7000: 1989 Graphical symbols for use on equipment; index and synopsis
(I'padpveckne  CHMBOABL,  HCOOALIVEMBIE Ha o0opyvioeaHuH. Huaekcel w

0D03IHAYeHHE )
3 Onpencienusn

B HacToames  craHgapTeé  [PUMEHAT  CHSAVIOUIHE  TEPMHHEL ¢
COOTBETCTEVIOIIHMH OIPEACICHHAMH:

3.1 MmarucTpajis KpoBONPOBOAALIAA AapTepHaibHaf: CocTaBHad YacTk
IKCTPAKOPIOPANEHON  cHCTeMbl, obecnedHealuas  COeIMHEHHEe  VCTpoiicTea
COCYIHMCTOrO J0CTYIA HNALHEHTA CO BXOAOM MNOJOCTH 110 KPOBH IeMoJIHANH3ATOPA,
reMoHIBTPA HIH TEMOKOHUEHTPATOPA.

3.2 odbeM  IANOAHEHHA KPOBONpoBoAflned noaoctu: O0bBEM  KPOBH,
HEODXOAMMBIH 114 3aM0IHEHHA MOJOCTH N0 KPOBH TeMOIHANH3aTOpa, reModuisTpa
HIIH FeMOKOHLEHTPATOPa APH 331aHHOM TPAHCMEMOPAHHOM JaBICHHH HWIH CPeIHeM
JABJIEHHH B KATYIIEYHOM FeMOIHAIHIATOPE.

3.3 pacxon  KpoBH  gyg:  KoouwuecrBo  KpoBH, [OPOXOJSLLEe  4epes

FreMOIHAIHZaTON, rE!.-HH']HJ'EI:.Tp HIIH FEMOKOHLEHTPATOPD B f'lﬂ} CAHHHUY BPCMEHH.
I pHMEcYRHHE Pacxon KpoRH OIS BLIPAKANT B MHITHMETPAX B MHIEYTY (ML MHI I

34 wampeHe gye: KoOOW4ecTBO  KpPOBH, NOJAHOCTBE) OYMHMINEHHOH OT
ONPENeIeHHOrD PACTEOPEHHOrO B Hell BEIlecTBA B eQHHHLY BPEeMEHM [pH
reMOJHani3e HIH reMoHALTPALMY, BRMHCIAKT, €ClH 3T0 J0NVCTHMO, [0
thopmynam:

- [NpPH IFreMOoIHAIH3E C OTRPRITEIM KOHTY OM I,rEJIHB}

G, -G ’ (1
thee — _Illf_.._ fvp Tt {_-l'ﬁ"rr-
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Oy
— = & s
I1 PHMEYARHE Lo EIAPENC BENCICTEHE KONBSKIHH]

- [IPH FeMOTHANTHAE C 3aKPBITEIM KOHTYPOM (PelHpPEYIHIHA )

hAr 2

L= :-c:
e = Y, + 1.
Il - %

Mpumevaune - Bupawenne (2) Beplo TONLKD IPH v DONBIEM deM 2 M/ MHIEL

- IpH reMouabTpauun

g% O 13)
e

A

[Tpu eetuucaeHuax no dopmynam (1) 1 (3) ana eennuun Oy, Oy 1 Cr ceayver
HCMOJBZ0BATE TE e SIHHHIBl HIMEPEHHA.

B dopmynax (1)—(3)

f — yron HaklloHa BpeMEHHOH NTHHEeHHOH perpeccHy HATYPalsHOro Jorapudisa
KOHIEHTPAalUHK B pe3epBeyape;

Ca — KOHUEHTPALHA PACTROPCHHOTO BEIIESCTREA B KPOBH HA BXOJAE MOJOCTH MO
KPOBEH FeMOIHANTHIATOPE HIH FreMOfHALTPA;

Cy — KOHUEHTPALWA PACTBOPEHHOIO BEIIECTEA B (YALTpa)pHUALTpATE,

(v —  KOHUEHTpauMa (QUIBTPATAa HA BLIXOJAE MONOCTH N0 KPOBH
reMOIHATHIATOPA WIH reModHILTpAa;

Jye — PACX0/ KPOBH HA BXOJE VCTPOICTBa, ML MHH,

gyr — pacxol (PUALTPA (CKOPOCTE YARTPA(GHIABTPALUMHE), MI/MHH]

Af — IPOAOTKHTENBHOCTE HAMEPSHHA, (F — fy), MHH,

rae f — BpeMs Hadana HIMEpeHHs,

I — BpeMs OKOHYAHMA HIMEPCHNA;

Fo— 00beM KpOBH B MOMEHT BPEMEHH Iy, M.

Mpumevauns

| TE].'!IM]‘IH lt}l’.’ILTPEC]']HHLT[]HlIHH?? OOLIUHD HEMOWILIYHOT B EAHUOCTHS CHIICHHMaE TepMHlla

i MALTPALHAR TPH FEMOIHANHE.

2 Knnpenc obplMHO BRIP2#KAIOT KAK KOIHYECTBO KPOBH, M, HOJHOCTLIO OMHIIEHHOH OT
PACTBOPEHHOND BENIecTBa 3a | MuI (Cnpase/inBo 108 YILTpafHILTPaing ).

3.5 ocrarovHas TPOMOHPOBAHHAA KPoBL: OCTATOK KpPOBH, KOTOpas He

MOMKET OLITh BOZIBRAUICHA OTMBIBKOH [MOJOCTH 1O KpOBH }“ETpDﬁCTBﬂ.

3
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3.0 NoJATIHBOCTD: Hamenenue obbema MOAOCTH o KPOBH
reMOJIHANH3ATOpa, TreMo(UIBTPa  HWIAH  FEMOKOHLUSHTPaATOpa NpH  HIMEHEHHH
TPAHCMEMOPAHHOTO 1aBISHHA.

Mpuwmevanwne - [Moparaeocts 00LYI0 BLPpRKAIGT B MUanTpax na [0 sm pr. et
'FPEE!EMEMEPEIIIFDH‘J AABIIEHHA AN Cpeaiero Japicliid B EaTY INeHiioM resM o HATHERTORE.

3.7 amanuiane  gyvp:  CEOpPOCTE  HIMEHEHHA B @IHHULY  BPEMEHH
KOHLUEHTPAUHH PACTBOPEHHOTD BELIECTBA B €JHHHIE 00BEMA KPOBH MO FPAIHEHTY
KOHLUEHTPAUKHH OTHOCHTENBHO JHATHIHMPYIOLIET0 pAcTBOpa, BBIYMCAAEMas 0o
opmyie

'r - {.-l‘.: {.IL I:d.:l
R I:J'T = hp +ﬁ>: oy

A I & L

riae Cp — KOHOEHTPALUHA PACTEBOPEHHOMO BEIMECTEA B AHATHIHPYIOWIEM PACTBOPE HA
BXOJE [IOJOCTH MO AHANHIATY FeMoJHanTH3aTopa.
(cranbHble obo3HavYenus no 3.4,
Mpu ewvucnenuax senwund C,, Oy ¥ Cp cleayer MCnoib3oBaTh T e
e1HHHIIBl HIMEPEHHA.
Mpumevanuns

| JonyckaeTcA BEBOAHTL KIHPEHC HI JHANH3ANCA A08 CHCTEM © UHPKYJIHPYIOWIHM

AHAMAZHPYIOUWHM PacTEOPOM no GopMye

FAE ¢y — Packod THATHIHPYIOLErD PacTBOPd.

2 HEMBPE‘:JIHE JAHAITHEAICA I'_'I,I'_‘..'[E:CDI.'.IE].'!E..'!][D omd CpasHcHnd }'ETFIDﬁ'ETI], HCNOILEVEMLIX B
CHCTEMAX, T2 KOHUSHTRAOHA & RKOMIIOHESHTE JAHATHIHPYIOUIETO  pacTBOpPd, HOCTYIaolnero B
FEMIHATHIATOR, DONLIDE HYE, T.€. B PCUHPEYTEHHOHILIE CHCTEMAxX.

3 ﬂi!ﬂ.fl'l‘l"tﬂ[!ﬂ IEBABANEHATEN KITHPEACY OPOTOYHBNY CHCTEM, T.€. KOI'JA Cl;. =1.

3F  aumaauzupyiomMi pacteop (auaauzat): PacTeop, HCNOABRIVEMELH [IpH
FEMOIHATHIE A/1A TePeMELEHHA JHATHIHPYIOIEr o PACTEOPA YEPES NOM0CTE, KOTOPAad

OTACIICHA I'ICIJ'I}’I'[I’_'!EI'HHI.I_EEMDH M'E!MﬁpEHﬂﬁ OT MOJOGCTH IO KPOBEH.

39  obbem NOJA0CTH JAHATHIHPYHOLICTO pacTeOpAa: Obnem
JUATHIMPYIOWEro  pacTBopa,  HeoOXoJAHMMBIH 408 3alofHeHHA  [OJ0CTH
FrOCT rocrisoses7-2012 Crpauua: 7/33
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FEMOIHATHIATOPA, [PEIHATHAYCHHOH A4  JIHATHIHPYIOUIEro  pacTeopa, IpH
CIpeaeIeHHOM TPAHCMEMDPAHHOM TaBICHHH.

310 1onoAHHTEILHBIH  pacxol AHAJIHIMPYHOMICTo pacTeopa: Pacxon
CBEHENPHUIOTORICHHONO  JHANHIHPYIOIIETD  PacTEOpa NpH  OEpeMElLIeHHH B
PELHPKYIAUIHOHHO-MIPOTOMHYH) CHCTEMY.

I PHMEYANIHE ﬂﬂllﬂ]]l]HTl.'.‘.l'lhEihlﬂ Pacxod JHATHIHPYIOUEETD pacTROPd BLIPQAannT o
ML M.

311 pacxoa IHATHIMPYWIUCTO PACTBOPA gyvg: Pacxon IHanMIHpyHOLLEro

pacTedpa pH MOCTYIINCHHH B MEMOAHATHIATOPD.
I PHMEYATIHE Pacxon AHATHIAPYVIONIETD PacTRODE BLIPEKAIT B ML WML

3.12 pacxon PECUHPKYISUTHA JHAJTHIHPYIOLIETO pacreopa: B
FeMOIHATH3ATOPAY KATVIIEYHOr0 THOA PAcxo] PelUHpKYIAUHH THATHIHPYIOIEro
pacTeopa.

"]’IHMC'—] dmne Pﬂfi‘iﬂ;l PEUHPEY TALHR DHATHIAPYIGIECTD  PACTREORE BLMPQEA0T B
ML M.

313 nuerpubbwrop: Jliobas cropoHa, 3a MCKIIOUEHMEM HIFOTOBHTEIA,
KOTOpad  [OpeilaraeT Ha  [OpoJaxy  reMoidanuzarop, reMoisTp  HIH
reMOKOHLIEHTPATOP.

3. 14 ¢uasTpar: Pacteop, NepeMelieHHBIH HI NMOMOCTH M0 KPOBH 4epes
MOAYVAPOHHIAEMYH) MemOpaHy B [OJ0CTE [0 JHATH3ATY  HAH  (UIeTpaTa
reMOHATHIATOPA, reMOpuIsTpa HIH FeMOKOHUEHTPATORA MO IPajueHTy JaBleHH:
HA MOAYIpoOHHUAEMOll MemDpaHe.

3.15 poippamaemMasl OCTATOYHAS KpoBk: OcTaTouHas KPOEL, KOTOPYHD
MOMHO BEPHYTE JONOIHHTENBHOH OTMBIBKOH MONOCTH KPOEH N0 PEKOMEHIVEMOH
HATOTOBHTENEM METOIHKE.

3. 16 remoxonueHTpauns: Meroa odpaboTEH KPOBH, NOCPEACTEOM KOTOPOTO
IKCTPAKOPNOPAIEHYIO KPOBE TPaHCIOPTHPYIOT yepes YCTPOICTEO
(reMOKOHUEHTPATOP) € LENLI0 BRIAECISHHA NNIa3MbBl H3 KPOBH.

I PHMCUYAHHE I'Jpn FeMOKOHOEHTPAlEHA EpOBE nepeMelliaeTe Hepei

KPOBONPOBOJAAIIYIO  [O00CTL,  OTIENEHHYI0  NOUyNpoHHLaeMod  memOpanoid.  PuinTpar,

2
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NpoXOASIHE Yepes MeMOpany, coDHPAETCE B JAPYIoH MOAOCTH M BRIBOJIHTCH U4 Jansueiinei
ilﬁ})aﬁDTE]{- HpDII.H].[aEMﬂE:TI- ."r!EMﬁpﬂ]ILI e QoY CRIeT KIHIHYSCKN SHaUHMBIY DOTEPE MPOTEHHOR
KPOBH.

317 remoroHuenTparop: YCTpoHCTEBO, HCOOILIYEMOEe 08 NpPOBEIeHHA
reMOKOHLUEHTPaLHIL.

318 remoaumannzatop: YCTpoHCTBO, MHCHOOABIYEMOE 08 NPOBEACHHA
reMOoIHATHEA,

3.19 remoamanni: Meton o0paboTKH  KpOBH, B [IPOLECCE  KOTOPOro
IKCTPAKOPIOPAIEHY Y KPOBE TPAHCTIOPTHPYIOT YEpes YCTPOHCTRO (reMoananuiaTopl,
B KOTOPOM OCYVILUECTBAASTCHA MacCooDMeH BewecTs Auddyideil 0 KOHBEKUHEH 1714
YMEHBIIEHHA OHOXMMHYECKHX aHOMANHHA, a Takse HapylleHHil BOJOHOrO,
WIEKTPOIHTHOTO H KHCIOTHO-IE0MHOTO PABHOBECHIT.

Mpumeuvanne - [lpn remonnanmiie KpoBL TPAHCOOPTHPYIOT HEped MOIOCTL KPOBH,
OTAENeHIYI0  NOAYIpoHHuaeMod  memOpanoii 0T IO0N0CTH, N0 KOTOPOH  TPAHCHOPTHPYIOT
AHAINHIHPYIOWME  pacTeop. MaccoobBumen KOMIOHEHTOR NAAME KPOBH  MEEIY EPOBRID R
:IHE.HH'!H]’?}'EDU],EI"! SEHARCCTRER OCYVIMECTBRIACTCA B OCHOBIIOM 34 CHUET .;'.I,Hfl:l-l']fl}-':!]-{]‘l. E-ﬂ_.r.{[ilp]ii nhMen
MEWLTY  KpoBLID H __"IHI.‘I.'[HBH].?I}'!IDJJ.IE!ﬁ AHAKOCTENY  OCVIHECTENHETCA B OCHOBHOM 34 CUET
u‘v’]]b‘l].‘.lﬂf[]ll_ﬂb'ipﬂl.[}{]l. npl.'.lllilllﬂE'MDETL MEHﬁpﬂJII’J e J0mYCKAeT KEAHHHYSCEN IHAYHMEIX NOTEph
MPOTEHHOE KPOBH.

3.20 remouasTp: YoTpolicTEO 404 reMOfHILTPALIHH.

321 remodpunasrpauua: Metog odpaboTkM  KpoBH, 0OpH  KOTOpPOM
IKCTPAKOPNOPANIEHYID KPOBE TPAHCHOPTHPYIOT deped: QUABTPYIOLIEE YCTPOICTBO
(reMoHIETP) 408 YMEHBIUEHHA OHOXHMMMECKHX aHOMANHI, a Takxe HapylIeHWi
BOJHOIO, 3IEKTPOIHTHOrO H  KHCIOTHO-UENO9HOro papHoeecuii. Odpabotka
JOCTHraeTcd  3aMelleHdHeM  iMasTpaTa  KPoOBH  JKBHBAICHTHRIM - 0OBEMOM
PHIHONOTHYECKOTD 3aMEILAIIErD PACTROPA.

Mpuwmevanwe - [lpn remoduasTpanin KposL TPAUCOOPTHPYVIOT HYeper NOAOCTL 100
KPOBH, OTIEIeHIYI0 HOAYIpoHHEaesmol MesmOpanoil or noIocTH, U1 KOTOpol yiammoTr dunstpar,

NpH 3TOM  3aMellalioiinil  UaeTpat QHINOIOrHYecknil  pacTBop HEQYIHPYIOT B KPOBOTOK.

"Fl'l.'fl]I'I‘IU.ﬂ'EMDETL MDMﬁ].'!EI.IILI e JONYVCEAET KMHAHYECEH 3HAMHMLIX MOTEPL OPOTEHITOR KO,
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3.22 ruapaBiaHueckoc conpoTHBEAeHHe: COonpoTHRICHHE NOTOKY MHIKOCTH
B MNOJOCTH KPOBH HIH JHATHIAPYIOLWIErO PAcTBOpa, HIMEPEHHOE KAK NaleHHE
JaBISHWA, MM PT. CT., HIH H3IMEHCHHE [1aBIEHMA ) MEKIY BXOIHBIM H BRIXOJAHEIM
COCHHEHHAMH T[eMOaHanuzaTopa, reModuasTpa HWIH TeMOKOHUEHTpaTopa [OpH
3AJAHHOM PACXOJIE HHIKOCTH.

3.23 wmiroroenuteab: CToOpoHa, KOTopas OepeT Ha cedA OTBeTCTBEHHOCThL 34
obecrneyeHHE KaYecTRa FOTORBOTO H3AEIHIL.

3.24 cpeanee napJacHHEe B KATVIOCHMHOM remoauanniatope (MCP) paye:
Cpennee  apufMeTHYECKOS  3IHAYCHME  JABICHHI Ha  BXOJE M BHIXOJE
KPOBOOPOBROIALICH MONOCTH KATYIISYHOTO FEMOAHAIHIATOPA ¢ OTKPLITOH MOI0CThID
Mo JHATHINPYIOIEMY PACTBOPY, BRIYHCISHHOE MO opMyne

o4 IF )
_ TR i)

P = 3 -

rje pgi — JaBlIEHME KPOBH HA CTOPOHE apTEpHH eMOIHaTH3aTOPa, MM PT. CT.]
Pao — JABIEHHE KPOBH HA BEHOIHOI CTOPOHE reMOIHalH3aTopa, MM pT. CT.

3.25 anuporeHHocTk: OTCYTCTEME NHPOrEHOB B Npeienax MorpeliHOCTH
KOHTPOAS 404 METOI0B HCNBITAHHI, NTPHEOIHMBIX B HOPMATHEHBIX AokysmenTax (H]T)
H NOJepKaHie JaHHOTO COCTOAHHA 3alIHTHRIMH MEpaMH.

3.26 penHMpRYJIAUHOHHAA CHCTEMA: CucremMa  TPAHCNOPTHPOBAHHA
JHATHIUPYIOWErD  PAcTBOpa, B KOTOPOH 4epel reMoAHalIH3IaTop HENpephiBHO
PELHPKYIHPYET IHATHIHPYHOILHE pacTeop.

3.27  peuHpRYIAUHOHHO-NPOTOYHAR CHCTEMA: Cucrema
TPAHCIOPTHPOBAHHUA JHATHIHPYIOLIETD PACTROPA, B KOTOPOH Yepes reMoaHainiarop
HEMPEPLIBHO NEPEMEILAETCA THANHIHPYIOUIKIA pacTBOp, PeUHPKYIHPYVIOUIHE oDbeM
KOTOPOro NOCTOAHHO BRITECHACTCA B CIHE CREHSNPHIOTOBICHHBIM JHATHIHPYIOLIHM
PACTBOPOM.

3.28 ocTraroMHan KpoBb: O0BEM KPOBW, OCTABIUHHCA B FeMOJAHATHIATOPE,
FeMOQUALTPE  HWAH  TEMOKOHUEHTPATOPE — [OCAE  3ABEpUIEHHA  MEeTOJHKH,

F}EK{?MEHHGBHHHDﬁ HAFOTOBHTEIIEM JIA BOIBPATA KPOBK H3 }“CTpUﬁCTBE K [TAHHEHTY.

Mpumeuvanne — ObneM OCTATOUHO KPOBH 0DLIMHO BLIPLKAIOT B M.

i
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3.29 poavoponnuaemasn Membpana: MemOpana 1 oTaeneHHs NojlocTy 0o
KPOEH OT MOJOCTH MO AHATHIHPYIOLIEMY PACTEOPY BO BPEMA IeMO/IHATH3a HIIH Yepes
KOTOPYH NpH reMoUasLTPpalii HIH FeMOKOHUSHTPALHH NPOXOIHT (PHIABTPAT.

3.30 ppoTouHas CcHCTEMa  JIHAJHIHpYHLIero  pacreopa: (CHcrema
TPAHCOOPTHPOBAHUA JHANHIMPYVIOUIETD PAcTBOpa, B KOTOPOH  AHATHIHPYHOLWHI
PACTROP TPAHCOOPTHPYETCA B CAHE [OCAE OJHOKPATHOID [EPEMEIIEHHS deped
reMOHATHIATOR.

331 crepHabHoOcTh: OTCYTCTBHE HHEBIX MHKPOOPraHH3IMOB IIPH NIPOBEPKAX
Ha CTEPHILHOCTE H IMOAACPAAHNE JAHHOTO COCTOAHHA C MOMOLIEI 3AIIHTHEIX MEp.

3.32 rTpancmemipanunoe nasaenwue (TMP)  ppy: Tuapocraruueckas
COCTABIAKIIAA JABIEHHA, BOIICHCTEYIOWAA HA NOIYVIPOHHUASMYKY MeMmOpaHy
FEMOAHATHIATOPOE  (KANMIIAPHBIX, [UIACTHHYATRIY  HAH  KATYIUEYHBIX)  HIAH
reMOMUILTPOR, BRIMHCIAEMAA M0 GOopMYyIamM:

- JTd reMoJHaTHd

TR Pa. T, (7)
-r':l'['ﬂ = 3 - D .

- A8 reMOpHIBTPALHH

|""|:_"'.I':'IjII 'Y
frm = 71 T
riae f)di — NaBIIeHHE ,'IHE].‘]H'EHI'.I}-'IQH.IE]"D pﬂCTBnpa Hl BXOAS [MOOOCTH JHAJIH3ATA

reMoJaHannzaTopa;
Pan — JABICHHE JHATHIMPYIOUIETO PACTEOPA HA BEINOJAE NOJOCTH IHAIH3ATA
remMoaHaTH3aTopa;
P — JaBAeHue QUILTPATA HA BRIXOAE N0N0CTH (HIbTpaTa reModuasTpa;
Pai H pgs — no 324,
3.33 noasloeareas: Onepatop verpoiicTea.
3.34  marucTpajs KpoBONpoBoARmAas eBeHozHan: (CocTaeHad  4acTe
IKCTPAKOPIOPANEHON CHCTEMBL, 00DECIICYHBAKIIAA COSAHHEHHE BBINOAA NOJOCTH [0
KPOBH [EMOJIHATHZATOPA, MeMOPHIBTPA HIH TEeMOKOHUEHTPATOPA C YCTPOHCTBOM

COCYIHCTOD JOCTVIIA MAallHEHTA.
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4 Texuuueckue TpedOBAHHA

4.1  ¥YeaoBHA KAYeCTECHHOIO NPOH3IBOACTEA

[eMoananuzaropsl, reMopUIALTPEL  HAH  FEMOKOHUCHTPATOPE  JOJMKHE
HIrOTABIMBATECA B YCIOBHAX YHCTOrO (POH3IBOACTEA, [PH  3TOM BHYTPEHHAA
[NOBEPXHOCTL VCTPOICTE J0n#Ha ObITE CBODOIHA OT BUAHMBIX NOCTOPOHHHX 4ACTHIL

HeneiTanue npoBoAT B COOTBETCTBHH € 3. 1.

4.2 Torkcukonorus 1 GHOJIOMHYECKAN COBMECTHMOCTE

YeTpoHCcTRA J0MAHE DBITE HETOKCHYHEL.

Tokcukonornvuecke HWCNBITAHHA VYCTPOHCTE NPOBOAAT B COOTBETCTBHH C
Aedcteyiowuyy HA, npu atoM #HopMallHd © METOJe MCNBITAHHH H Pe3yILTATE
HCNBITAHHH MOTYT OBITE OPEIOCTABICHE HATOTOBHTENEM 10 3aMpoCy.

HenwiTanue npoBoIaT B COOTBETCTBHH € 3.2

4.3 CTepuabsHOCTE

YoTpoiicTEa A0NMHE! NOCTABAATLECA B CTEPHILHOM BHE.

Henwtanue npoeojaT B COOTBETCTBHH € 3.3,

4.4 IluporeHHOCTH

KpoeonpoBoJaLiHe NoaocTH YCTPOHCTE J0TKHE DBITE ANUPOreHHbL.

Hudopsmanua 0 mMeToae MCOBITAHHIE M PE3VALTATHEL UCTBITAHHH MOTYT OBITh
MPeJ0CTABIEHEl HITOTOBHTENEM 10 3apocy.

HenwiTanue npoBoIaT B COOTBETCTEBHH € 3.4

4.5 [locaeacTBHA CTEPHIAHIALHH

[Tocne cTepHaM3allil N0 METOAMKE, PEKOMEHAOBAHHOH HIrOTOBHTENEM,
YCTPOHCTEA HCMLITHIBAKOT HA OTCYTCTEHE TOKCHYHBIX OCAJIKOB, KOTOPBIE MOIYT
OKa3aTh OTPHUATENBHOE XHMHYECKOE, (PHIHYECKOE H OHOIOTHYECKOE BO3ACHCTEHA Ha
KPOBEbL MM OOVCIOBHTE BHIJEIEHHE B KPOBL MOTEHUHANLHO ONACHLIX BELISCTE B
KITHHHYECKH HEA0NYCTHMBIX KOIHYECTRAX.

Hudopymauua o metoae MCHBITAHHE M PE3VALTATHEL HCNBITAHMH MOTYT OBITh
MpeJ0CTABIEHEl HATOTOBHTENEM 10 Iapocy.

HensiTanue npoBoIaT B COOTBETCTBHE € 3.5,

4
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4.6 MexanuueckHe XapaKTePHCTHKH

4.6.1 KoHCTpYKUMOHHAA NPOYHOCTE

OOpazusl reMoIHanH3aToOpel, reMoIETPa HIH FEMOKOHLEHTPATOPA JOMKHE
obnanars CHOCOOHOCTRID BBIACPHHBATE NOAYTOPHOE MAKCHMAIEHOE
TpaHcMeMOpaHHOE — JaBleHHe  MIHW  cpelHee  JaBiAeHHe B KATYIIEHHOM
FEMOAHATHIATOPE, YCTAHOBISHHOE HITOTOBHTEIEM.

YeoTpolicTRa © repMeTHYHOH MONOCTBH M0 JHAlH3aTyY HIH NOO0CThIO 10
(PHIBTPATY J0MIKHEL TAKXKE BhIASPHHBATE H3IDLITOUHOE JABIEHHE!

- B 1.5 paza Bellle MAKCHMAIBHOrO H3IDBITOUHOrO [JABJICHHA, 34JaHHOTO
HITOTOBHTENEM;

- Ha 700 MM pr. CT. HHXE aTMOC(IEPHOro JABICHHA, €CIH MAKCHMAallBHO
YCTAHOBICHHOE HINOTORHTENEM H30R TOYHOE TaBIEHHE NIPERBINALT TaHHOE JHAUECHHE.

HMeneiTanue npoBodAT B COOTBETCTEBHE € 5.6.1.

4.6.2 llenocTHocTs MeMOpaHBL

Heneitanue,  BeIABNAKIEE  YTEYKY  KPOBHM, [POBOJAAT  HA  KAXKIOM
FEMOIHATHIATOPE, FeMOpHILTPE HIH MeMOKOHUEHTPATOPE.

HenkwiTanue npoeoJAaT B COOTBETCTEBHE € 5.0.2.

4.6.3 CoeIHHEHHA ¢ NOI0CTBID IO KPOBH

30 HCKIKOYMEHHEM CAVYaeB, KOrila TreMoaHanuzIaTop, reMoluiasTp HIH
FEMOKOHUEHTPATOP CKOHCTPYHPORAHE! TAKHM 00PAa30oM, YTO COCTABIAKT OJHO 1en0e
C KPOBONPOBOAAUINMHE MArHCTPaIAMM, pPa3Mepkl KPOBONPOBOIALINX COeIHHMTEnel
JON¥HB COOTEETCTROBATE NPHBEACHHEIM Ha pHCyHKax | u 2.

HeneiTanue npoBoaT B COOTBETCTBHE ¢ 5.6.3,

4.6.4 CoeIHHEHHA ¢ MOTOCTEIY N0 AHATHIATY reMOoaHannIaTopa

Pasmepbl coedHHHUTENCH © NONOCTBH JHATHIATA J0JKHEI COOTBETCTBOBATE
MpHBEACHHEIM HA pHCYHKE 3. Kpome Toro, COEAHHHTENR ¢ MOJOCTEHY JAHANTH3IATA
MOMET UMETh V3EN € CAMOYMIOTHAKIIHMCA KOHHEKTOPOM.

Pasmepsl coeauuuTenel ¢ NOJ0CTRED HATN3ATA NPOBEPAT 0o 5.6 .4,

4.6.5 CoegdHeHHA ¢  NOAOCTBHY  duakTpaTa reModwMasTpa HIH

MEMOKOHUEHTPATOPA
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COCOHHHTEDH © IOJI0CThED '[bli{.lIthEITEI I':'_‘}[L‘.Ilft:lll.f[]:.T['!ﬂ HIIH MEMORKOHUCHTPATOR

JOJIAHB OTBEYATE TPEDOBAHHAM, YCTAHOBIEHHEIM B 4.6.3 unn 4.6.4.

CoeIMHETENHN TON0CTH hUALTPATA NPOBEPIOT Mo 5.6.5.

T0min
. Smin
H:I'
C= 0081
T Tk i
4 il 1 Fmin
i ] I"r\:!
- o BRstibii K oRyc 5‘ BRympentUG K oHgs
ol 33| B i /
L= B e
= ﬁ//y
w Fi = 0,051
| E |
y = |
=y
a
1201 ‘ i5® 15
—_—
" Jlsvxsaxonuas peinoa.
Pucyuok 2 — JInuHa cCEMHYHBAHHA
Pucynox | — OcHOBHEIE pazMepsl HAPYAHOIO H BHYTPEHHETD KOHYCOB
CUL‘:;’[IH!HT:’.‘.’IEIH! Hi BXOAC H BRIXOIC CL'&EJHE[IITDI]CE‘{ HO BXOOC H BRIXOOC
MOOOCTH MO KPpOoBEH MOIOCTH IO KPOEH
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45 45

814,95,
B124 4,
@12 120,

RO, 5min / 3
1320,
17,803
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Pucynok 3 — OcHOBHBIE pazMeps!l BXOJIHOTO H BRINOJHOIO COSAHHHTENElH NOIoCcTH 1o
JHATHIATY

4.7 DKCNAVATAUMOHHBLIC XAPAKTCPHCTHKH

4.7.1 Obwue TpeboBaHuA

JKCNAVATALMOHHEIE XAPAKTEPHCTHKH, YCTAHOBA¢HHBIe B 4.7.2 — 4.7.6,
ONPEAENAT [epe]l  pealuialMed VCTPOHCTE HOBONo THNA HA  pPLIHKE M
MNEPENPOREPAIOT B KOHKPETHOM YCTPOHCTRE, €C/IH BHECEHHBIE HIMEHEHMA MOTYT
MOBIHATE HA €ro padouHe KavuecTsa.

ObOpa3us yeTpolicTE BRIOHPAKTCA M3 CEPHHHOH NPOAVKUMHM H3IFOTOBHTENA
NPOM3BOIBHO H JOMEHBL (€CAH ITO NPHMEHHMO) OTBEYATE BCEM  KPHTEPHAM
oeronacHocTH W KauecTea. [loaroTorka o0pazuoe — CcOINAcHO PEKOMEHIAALHAM
HATOTOBHUTENA ANA KIMHHYECKOro npumMeHcHua. Hamepenua nporoast B CTEHAOBRIX
YCIOBMAX NpH Temnepatype (37 £ 1) "C. B cnyyvae HENHHEHHOH 3aBHCHMOCTH MERIY
MEpeMEeHHBIMH  BEIHMMHAMH [IPOBOAAT HEODXOAUMOE HWHCIO OonpeieneHmnil - aia
HHTEPOOIALUHHE MeX 1y YacTHRIMH 3HaueHuamMi. MeToael naMepenus — apOuTpakHEIe.
JonvckaeTca HCNONBIOBATE APYTHE METOALL, NIPH YCAOBHH, YTO PACKORICHHT MEXKIY
MOAYHMEHHBIMH PEIVILTATAMH H PE3VILTATAMM apOHTPAXMHOTO METOJA HAXOIATCA B
npeaenax + 5 %,

[IpHBCACHHEBIC BHIIIE METOALI HCIBITAHHI He CcOAEpHAT BCCH HeoOXOIMMOI

HHOPMALHHA O PEATEHOH HCNBITATENBHOH cHcTeMe. [IpoeKTHPOBAHKE KOHCTPYKIHIH 1
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XAPaKTEPHCTHKH PEallbHBIX HCNIBITATENLHBIX CHCTEM CIOCOOCTEYIOT BOIHHKHOBEHHIO
NOrPeHOCTEH:

- M3IMEPEHMA JaBNeHHA BeaedcTeEMe hdekToR cMelleHHA CTATHHECKOro
HAMOPA H JHHAMHMECKOTO NaJeHHA J1aBIEHHA]

- BpeMeHH cTabuIH3alHl NapaMeTpoR;

- HEKOHTPOIMPYEMBIX  H3IMEHEeHHH TeMnepaTyphbl NpH  HENOCTOAHCTEE
pacxoaor, p.

- OT pa3pylleHHds HCMBITATENBHBIX BEUISCTE BCIEACTBHE TENNId, CBETa H
BPEMEHH;

- OT [Aera3alHdl HCOBITATENLHEIN MHKHAKOCTEH M 3arpaA3HEHHA CHCTEMBI
HHOPOJHEIM MATEPHAIOM, BOJOPOCAAME H DAKTEPHAMMN.

B AOEYMEHTALHH HIIH B CI'IE-‘]J,H[i]IIHﬂ[IHH H3 H3ACIHE YRA3BIBAKT!

HHCII HCNBITAHHBLX YCTPO HCT B

CPEAHEYHY H CTAHTAPTHYHY TCBHAITH DY NOKA3aHAH 108 Kas10ro napaMmeTpas

XAPAKTEP HiIMEHEHHH B PEmHME pﬂﬁﬂl?h] B TEYCHHE NEPpHOT HAOMIeHHA;

HHpOpMAUHKD  (eclH  3TO  HenecoodpazHo) o TOM, UTO  PEe3VALTATHL,
[MOJYMEHHBIE B CTEHIOBEIX YCIOBHAX (1N VIIrO), MOTYT OTIHYATECA OT Pe3yIbLTATORE,
MOJAYYEHHBIX B CCTECTBEHHBIX YCIOBHAX (IN VIV0), ¢ OUEHKOH paziuqusa (ecau oHa
H3BeCcTHA).

4.7.2 KnupeHc reMoIHalH3aTopos

CrOpOCTL CHHIKEHHA MOYEBHHEl, KPeaTHHHHA H BHTAMHHA B, veTanagnueawT
BO BCEM  IMANaioHEe  PacxoJoB  KPOEM M JHANHIHPVIOLIEro  PacTBOpa,
PEKOMEHIOBAHHONO MHITOTOBHTENEM, M BEIHMAKT pacxod kpoed 200 mo/mMuH o
pacxo] aHanuzpyviomero pacteopa 300 mn/mud. Pacxoa duasTpara gy OPpHBOAAT
IR KA 1070 3HAYEHHA 1HANA30HA PAcX0J0B KPOEH B AHAIHIHPYIOLWETO pacTBOpa.

[MTonocTe  no  KpoBH  NepdyIHPYIOT  JTHATHIMPYIOWHAM  PacTBOPOM,
[NPHIOTORIEHHEIM HA OCHOBE CTAHIAPTHEIX TecT-pacTeopos. [lepdiyiat aonsen

COACPEATE CINEIYIUHE BEIIECTRAL

MOMEBHHA ...oovvvnianiinnnnnnn... 0T 15 10 35 mmone/n
KPEATHHMH ..t iieeaeeeeiaes ot 300 go 1000 MeEMoas/ 1
BHTAMHH Bio o0 15 10 40 MEMOIR/IT.
13
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Juanuzar nepeMelanT Heped MONOCTh JHATHIHPYHOIUETD  pacTBROPO. B
EdTVIICHHEIX TFEMOIHATHIATOPRANY  JHAJIH3IAHC HC  3aMCHAKT  RKIHPCHCOM, YWTO
YEAZBIBAKYT JOMOIHHTCIBEHO] ocoD0e BHHMAaHHE Gﬁpﬂll.lﬂl-DT Had COOTHOIICHHE MOHRAY
AHATMHZAHCOM H KIHPEHCOM H €I KIHHHYCCKHM COOTBETCTBHOM. JonoIHHTENRHO

YEAZBIBAKT CROPOCTE PCUHPRYVIIALUHHE JHaIH3aTd B KaTYHIESYHOM IEMOIHATHIATOPE.
[1 PHMEYANHE I PHMEPL] HCHMTATENBHEIN CHCTEM MPHEBCACHLL HA PHCY KLY 4 — &,

4.7.3 Knupenc ans reMoHIbTPOB

CropocThk CHHMEHHS MOMEBHHEL, KPEaTHHA H BMTaMuHa B yCcTaHABIHBAIOT BO
BCEM OHANA30HE PACXOI0BE KPOBH, PEKOMEHIOBAHHOM HITOTOBHTENEM, H BEIKHAKT
pacxoa kpoed 200 ma/muH. XHMHYECKHH CcOCTag pacTeopa, Oepdyidupyiolero

MOJAOCTE KPOBH, NPHBOAHTCA B 4.7 2,
Mpumevaune — llpumep HCNLTATENBHON CHCTEMLI IPHBEIEN HA PHCY HEES 8.

4.7.4 CropocTk (pHABTPALIHH

[Ipu  HenuueliHOl  3ABMCHMOCTH  ME®IY CKOPOCTBID  (MMIBTPALMH W
TPAHCMEMOPAHHEIM  JABJICHHEM HIH  CPelHHM  JaBISHHEM B KATYIIEHHOM
reMOJAHATHIATOPE CKOPOCTE (MHIABTPALMH, BLIPAKCHHYID B MM, NPHBOAAT 1014
YCTAHOBACHHOTO HITOTOBHTENEM [Hana3oHa TpaHcMeMOpaHHOoro JaBleHHs  HIH
CPEAHEro JaBieHHs Ha KaTyledHoM remoguanuiatope. [pu nunelinoil 3aBHcuMocTi
MEHTY CKOPOCTBI (GHALBTPALMKH H TPAHCMEMOPAHHBIM [IABIEHHEM HWIH CPeJaHHM
JABJIEHHEM HA KATYUIEHHOM TeMOIHATHIATOPE NPHBOIAT KOMppHUHEHT (pHABTPaLIHH,
BhipaxaeMelil B M/, JlagneHHe 3anonHeHHA He JOIKHO IPEBBIIATE MAKCHMATBHOTO
HCNBITATENLHOIO TABIEHHA.

HanmepeHus npoBoasT pacTBOpPOM, Nepdy3upyiouuM nolocTs KPpoBH W, (11
reMOJAHaATHIATOPOR) De3 PACTROPA, [IEPEMELIAEMOTO YEPET NONOCTE THATHIHPYIOIIETD
pactsopa. [Tocne1oBaTeIbHOCTE HAMEPEHHA — OT MHHHMANBHOIO 10 MAKCHMATLHOTO

T}'}EIHCME‘.Mﬁ[’]IElHHDFD JadBIcHHA HITH CPRPCAHSTO JdaBITEHHA B KaTYIHe"HHOM

reMoHanH3aTope.
[l pHMCEYANIHE CxeMbl HCINBITATENLHLIX CHCTEM NPHBEIEHL! Ha PHCYHESX Bub,
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ANV

! — perynstop JgaenenuA; 2 —
FeMOIHATHZATOP: 3 — CHCTEMAa MoJavuu
JUANHIMpYIOWEro  pacTeopa, 4 —
nepdry3IHoHHBIH Hacoc, 5 — HCTOMHHEK
BAKYYMMETPHUYECKOI O JAABIEHHA
JHANHIUPYIOWEro  pacTeopa, 6 —
peiepByap HCNBITATEALHOTO PACTBOPA;
7,8 —caue

[lpumeyvanne — Yonosuwe oDosHavYeHHA

mo 324w 3.32.

PucyHor 4 — Cxema CHCTEMEI C
OTKPBITEIM KOHTYPOM 1714 HIMEPEHH
KAHPEHCA B MIACTHHYATOM HITH

KalMHTAPHOM FrEMOIHaTH3aTOope

FOCT 10CTISO8637-2012
JKCMEPT

GostExpert.ru

PeEryiATOp  JaeneHua; 7 —
reMojiHanuiIaTop; 3 — cHCTEMa MoJauu
AHAMHIMPYIOWEro  pacTeopa; 4 —
nepdyIHOHHBI Hacoc, § — HCTOUHHE
BAKYYMMETPHUECKOID JABIEHHA
AHAMHIHPYIOWEro  pacTeopa; 6 —
PEIEPEVAP MCHOBITATENBHOTO PacTBOpPA;
7 — CIIMB

Mpumevanne - Yenosune oboinadeing

no 324 332

Pucynok 5 — Cxema cHCTEMBI ©
JAKPEITEIM KOHTYPOM 1718 HIMEPEHHA
KAHPEHCA B IITACTHHYATOM HITH

KallHIIAPHOM MEMOIHATHIATODRE
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R

peryadarop aasiedus; 2 —
CREHENPHIOTORICHHBI
pacteop; 3 —

4 -

THATHIHPY IO
FEMOIHATHIATON: MEPEToK
JHATHIMPYIOWETD PACTEOPA B CHE; 5
- PEUHPEY TALHOHHBIH HACOC
OHATHIMPYIOUIEro  pacTeBopa; 6 —
nepy3IHOHHLIH Hacoc; 7 — pelepeyap
118 HCOBITATENRHOTD pacTeopal & —

CIIHE

Mpumevanune Yenopnele ofoinadgennd

nmo 3.24.

Pucynor 6 — Cxema cHMCTEMBI C
OTKPBITEIM KOHTYPOM 1718 H3IMEPEeHA
KAMPEHCA B KATYIUSUHOM

FEMOIHANIH3IATOPES

rCI(::"|6 FOCT ISO 8637-2012
JKCNEPT

GostExpert.ru

1\ e\ g

7

! — perynatop gaeneHumsa; 2 —
CREMENPUTOTOBICHHEII
k -

AHATHIHPYIOWKIA  pacTBOP;

reMogManuzatop;, 4 —  [NEPETOK
AHATHIHPYIOUIErD PACTBOPA B CIHB. § —
UHPKYIAUHOHHBIH HACOC

JHAMHIHPYIOWEro  pacTeopa; f —
nepdy3HOHHBII Hacoc, 7 — pe3lepeyap

ANA HCMBITATENEHOI DACTEOPA

Mpumevanue — Yenosnee oboinadelna no

324,

Pucyuor 7 — Cxema cHCTEMBI © 3aKPLITEIM
KOHTYPOM 1718 H3MEPEHHA KIHPEHCA B

KaATVIICHHOM MEMOIHATHIATOPRC
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{1 Ps, Ps 7z

Hs s S

)

[ — peryaarop Jaenenua; 2 - ! — perynatop gasneHma: 2 -
FEMOIHANHIATOP, reMoQHIsTp  HIH reMoHanuiatop; 3 — nepdyInOHHLI
reMokoHueHTpaTop: 3 — nepyInoHHbI Hacoc; d - pelepeyap ans
HACOC, 4 - pelepeyap T HCTIBITATENLHOTD  pacTeopa; 5§ —
HenwlTATENBHOMO — pacteopa; § - iunsTpar; 6 — cnue

(hUIBTpAT: 6 — CAHUE

[Mpumewanne - Yenopnwe oboinadenns Mpumevanne Yenosuee obo3nadenns
mo 324, noe 324,
Pucynor 8 — Cxema cHcTeMBI 1714 Pucynox 9 — Cxema cHCcTeMbl 474
H3MEPCHHA KIHPCHCA B FEMﬂq]HﬂETpE HITH H3MEDCHHA CROPOCTH L'I'JH."J]:-TFELI_HH B
CROPOCTH ¢H.|'IET[']IEL].[HII B [IAACTHHYATOM KaTvIICHHOM MEMOAHANHIATOPC

HITH EANMHTTAPHOM FeMOIHATH3IaTOPRE,

reMopHABTPE HIH FEMOKOHLIEHTPATOPE

4.7.5 O0BeM NOJOCTH MO KPOBH

O0remM NonoCTH NO KPOBH H (ECIH MPHMEHHMO) NONOCTH N0 JHATHIMPYIOLEH
HHIKOCTH OIPEedenaloT IpH CMOYEHHEIX MEMOpaHax (T.e. YCTPOHCTEBO JOM#HO OBITE
NOArOTORASHO MO PEKOMEHIAUHAM HATOTOBHTENA ANA KJIHHHYSCKOrD NMPHMEHEHHH),

HCMOABIYA HECTIOCOOHYIO K yIRTPAQUIBTPALMM HHIKOCTE. JTOT 00BEM ONPeaeIfanT

17
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171 BCErD VHKAIAHHOIO MEMOTOBHTENEM AHANAZ0HA TpaHcMeMOpaHHOTO JaBTeHHA HIH
cpeaHero JaBAcHHA B KATVIIEYHOM reMOIHATH3aTOpE.

4.7.6 'napapnuueckoe coNpoTHRICHHE

[HapaepnHuYeckoe CONPOTHBISHHE NMOIOCTH MO KPOBH H (€CHH 3TO NMPHMEHHMO)
NOA0CTH N0 AHATHIHPYIOIEMY PACTEOPY ONPEIendnT, Henoabiya 32 %o-uwiil ( F/1)
PACTROP CNHLEPHHA H BOJALL JTH HIMEPEHHA MPOBOIAT 108 BCErD VEAIAHHOTO
HIrOTOBHTENEM JHANA3l0Ha Pacxo1a KPOBH, pacxoa JHATHIHPYIOLIErD PAcTBOpa H
TpaHCMeMOpaHHOrD  JaBleHHs  HIH  CPelHero  JaBleHMs B KATYIIEHHOM

reMOHATHIATOPE.
5 MeToabl HCNBITAHKE

5.1 V¥YeaoBH# KaUuecTBCHHODO NPOHIBOIACTEA

CooteercTeie TPEDOBAHHID, YCTAHOBIEHHOMY B 4.1, onpeJenaT npoBeproii.

5.2 Tokcnkonorus v DHOIOrHYECKAN COBMECTHMOCTE

TokcHuHOCTE H OHONOTHYECKYH) COBMECTHMOCTE MATEPHANOBR YCTPOICTE,
KOTOPBIE KOHTAKTHPYIOT ¢ OHOIOTHUYECKHME PACTROPAMU, ONpeIeadinT Ha obpazuax
YCTPOHCTE  Kaw/JI0T0 HOBOIQ THOA [Epe] HX peanuiauHel, [ocie BHECEHHA
KAKHX-THOO0 HIMEHEHHH B KOHCTPYKLUHOHHEIE MATEPHANIEL VCTPOICTE AAHHOTO THIA
HITH B METOJ] CTEPHIH3ALHH.

[1 pPHMCUAHHBE HMeneranne OpOBIAT METOARMIL, YOTANCGENEH LM £}
cootreTcTeyones HIL

53 CrepHibHOCTH

[lpouecc crepunuzaliuyd OPOBEPAIDT HAa oDpaznax roToBoH NPOIYKIHH 10 ee
peanHialuHi, a B JanbHellieM CTEPUNLHOCTE M3INEIHI — Ha oDpazuax M3 Kaw10i
NapTHH.

54 IluporeHHOCTH

HMcnwiTaHHe Ha NHPOrEHHOCTE MPOBOIAT HA o0pazuax veTpoHCTE KamIoro
HOBOTO THHA A0 HX peandiaude, NMPpH 3TOM HITOTOBHTENE IIPOBOAHT MPOREPKY
NHPOreHHOCTH 00pa3uoE M3 KaxJA0H [apTHH Q08 rapadHTMH  anHpoOreHHOCTH

NPOAYKLIHH.
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5.5 IMocaeacTBUA CTEPHIAHIALNH

O0pa3inel roToBBIX HIASAHH HCOBITHEAKT HA COAEPHAHHE MOTEHIHAIBHO
OINACHBIX OCAJKOE [0 YCTAHOBICHHBIM TOKCHKOIOTHUECKHM METOJaM Mepel Kaw o
peanuiauueill YCTPOHCTE HOBOIO THIA, M B JalbHEHUIEM HWITOTOBHTENL MPOBOAHT
HCMBITAHHE HA OMNPE/Ie/ICHHE TOKCHYHLIX OCAIKOB HA ODpa3lax M1 Kam10i napTiu c
LHEIBK TAPAHTHH OE30MACHOCTH NPOAYKELHH, a Takwe OpH T0bIX HIMEHEeHHAX
MATEPHATIOE KOHCTPYKIIHH.

5.6 Mexanuueckne XapakTepHCTHRER

5.6.1 KoHCTpyKUHOHHAA NPOYHOCTE

HenwiTanue NpoBoaaT nepel peaidialteii Ha pelHKe YeTPOicTE HOBOIO THNA |
HE PACCMATPHEBAIOT B KAMECTBE MPOBEPKH KadecTRa.

5.6.1.1 Metoauka HCNBITAHMA

YeTpoHCTBO 3aN0HAKT BOJAOH, NIPHEIAABIBAKDT K HEMY H30LITOYHOE AaBIeHHE
H MPOBEPAKIT, HeT O yTedkd Hax apyrux dedexrtoe. Ecion wenecoobpazxo,
HCIBITRIBAKT YVCTPOHCTEO MPH BAKYYMMETPHHECKOM JABIeHHH M TaAKXE NPOBEPST,
HET MM YTEUKH HIIH JPYTHX JedekToR.

5.6.1.2 Pearentul

5.6.1.2.1 AHTHEOAryIHPORAHHAA  OBIMbLA MM YENOBEUECKAdA [1a3Ma ¢
MACCOBOH KOHUEHTpauHued nporerHa (60 £ 5) r/n.

56.1.2.2 Bojga npu remnepatype (37 £ 1) "C) ecan npopogHTCA HCNBITAHHE
NpH  BakyyMMeTpHUeckoMm JaenedHud (3.6.1.3.3), To HCNONL3IYeTcH TOIBKO HTO
BCKHNAMEHHAS BOJA.

5.6.1.3 TexHuveckoe OCHALCHHE H NPHHALISHKHOCTH

5.6.1.3.1 KoMnnekT KporonpoBoIaiiuy MarucTpanei, nepdyinoHHelil Hacoc |
COCY/1 U3 HEPHABCHUIEH CTAMH HIH NIACTHKA, PACCUHTAHHEIE HA IPHMEHEHHE N1ATMEI
kpoen (5.0.1.2.1), KoTopele HCOOALIVIOT MPH MOJSAHPOBAHMH FEMOJIHATHAA,
reMoUIBTPAIIHH HIH FreMOKOHUEHTpauxy no 1[50 8638,

5.6.1.3.2 CoenuHenud 408 NOJKIHYEHHS K KPOBONPOBOAALIHM TONOCTAM
YCTPOHCTEA, OCHALIEHHBIE TpyOKaMM, CcNOCOOHBIMH BBRUICPMKATE HCNBITATEILHOE
JaBneHHe U (MpH HeoOXOAHMMOCTH) NPHUIroJHBIE 104 NoAa4H JaeineHua (5.6.1.3.6) no

IMOCT IS0 8638,
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6033 CoeavHeHHd 0% NOAKIKMEHHA NOMOCTH N0 AHATH3ATY  HIH
(PUIRTPATY,  OCHAWEHHEIE  TPYDOOPOROJAMH M CNOCOOHEIE  BLIIEPHATE
HCNBITATENBHOE JABIEHHE.

[1 pPHMEYANHE ]'I'El'.lﬂfll-:i}’]ﬂ'l' COCNHICHHA C }'Eﬂ‘.lﬂ]:.[ETBHMI!, NMSIOIIHME I0EPRITLIE
MONOCTH AHATHIHPYIOWETD PacTRopa uan gaeTpara mo [S0 8638,

5.6.1.34 baokupywowse yerpoicTea ((PUTHHTH), OpeaHAZHAYMEHHLIE 1714
FAKPLITHA NOI0CTH 0 THAIHIATY, YCTAHOBIEHHEIE Ha TpyDonpoeoie H cnocobHbLE
BEIJIEPATE HCNEITATENRHOE JaBIESHHE.

Mpumevanune — Henonesyor TONRKO (PHTHHTH € YCTPOHCTEAMH, HMELIHMH OTEPEITEE
NONOCTH JHATHIHPYIOIETD PACTBOPA HIH (PHALTPATA.

5.6.1.3.5 3amumsl ana tpyook (o HI).

5.0.1.3.6 McTouHHKE HIH HCTOYHHKH, MPUIOAHBIE 04 [MOAa4H 3aJaHHOTO
JNaeieHHA (JaBISHHH ).

5.6.1.3.7 HamepuTeny 1aeleHHsA COOTBETCTBYIOLIErD AHATIAI0OHA AaBICHHIT
C NOrpewHocThio waMepennd £ 10 sm pr. eT. (no HJ).

3.6.1.4 Orbop 1 noaroToeka o0OpazUoR 118 HCNBITAHHA

Oopasibl BROHPAIOT NPOHIBONEHO H3 NPOAYKUHHE HAFOTOBHTENA, B OTHOLICHUH
KOTOPOH JOMAHE HCMOIBIOBATECA BCE KPHTEPHHM KOHTpOAA Oe30MacHocTH H
kauecTea. [Toarotorka oTODPAHHLIX 0DPATLOE — B COOTBETCTEHH © PEKOMEHIALMAMH
HATOTORHTENA J/18 KIHHHYMECKOrO NPHMEHEHHA.

5.6.1.5 MeToauka HCNBITAHHA

5.6.1.5.1 Yerpoiicteo nepdy3upyoT nanazsoi (5.6.1.2.1) B Tedenne 7 4 npu
Temneparype (37 +£ 1) "C wu rpagMedHTe MAKCMMaILHOIO [JAaBIEHHA HAa
MOAYIPOHALAEMOH MeMOpaHe, PEKOMEHIOBAHHOM HATOTOBHTEIEM.

CobupawT yerpoiicTeo (pucvHok 10).
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Z !
/',nl_
- <
[ — HEMCPHTCNE OaBICHHA, 2 — MNoaocTh 10O KPOBH., 3 — [0I0CTE

AHATHIHPYVIOMEr O PACTBOPA WK HUALTPaTA; 4 — HCTOMHHE HHAKOCTH 1A HCNBITAHWA
MNpH H30BITOMHOM HIIH BAKYYMMETPHHECKOM JaBISHHH

[1 pHMEYANHE - chmlm.numm H TFeMOROHISHTPATOPE MODYT HMETL TOALEO OOHO0
COSIHICHHE ITO ITOIOCTH IZI_:IH.I'II':-TFIETE.: B FEMOOHAMHIATOPOK © OTEPE TOH MON0CTLID AHMATHIHPYIOIIETO

pacTeopa COSTIHIIENHA FITON TOIOCTH FepMeTHINPYInT IArTY INEAME, CICHHATRIO

CHONCTRY APOEAHNLIME JI0H 3TOr0 HENLITanHAa.

Pucyror 10 — CxeMa HCNBITAHHA HA KOHCTPYKIHOHHYK NPOYHOCTE

[IpoMEIBAKOT MONOCTH KPOEH M JHANHIMPYHIMIETD pacTROpa HAM (pHIRTpATa
pogoi (5.6.1.2.2) npun rtemneparype (37 + 1) “C, vuuThIBa#g, H4TO YCTPOHCTEO
HEODXOAHMO OCBODOANTE OT BO3AYXA.

56.1.52 CozgawT W3DsITOMHOE JaencHue, B |5 pa3za npesslaromiee
PEKOMEHIYVEMOE HICOTOBHTENEM, M [EpPMETHIHpYIOT veTpoiicTeo. Hepei 10 mun
HAIMEPHOT JABNCHHE H OCMATPHBAKT VCTPOHCTED.

56.1.53 [Tpy HEOOXOAWMOCTH CO31aK0T BAKYYMMETPHUECKOE JaB/ICHHE, B
1.5 paza npeBblIAIIEEe PEKOMEHIVEMOE MITOTOBHTENEM, M TEepPMETHIHPYIOT
YCTPOHCTBO TakuM 0DpazoM, 4ToOBl BAKYYMMETPHYECKOe JaBleHue OblI0 MeHbLIe
MHHYC 700 MM PT. CT.. 3aTEM YCTAHABIHBAKT BAKYYMMETPHUSCKOE JABICHHE MHHYC
700 mm pr. cr. Hepes 10 MHH HAIMEPAKT JABICHHE H OCMATPHBAKT YCTPOHCTEO.

5.6.1.6 OdopMacHHe pe3yIbTaTOR

5.6.1.6.1 Henvitanne Ha HaDBITOMHOE TaBICHHE

Hey1oBIeTROPUTENRHBIH PE3yIbTAT HCNBITAHHA BRIPAKACTCA B CHHMECHHH
nagnenua Donee uem Ha | %, yreuxe unu gedopMaliii MaTEPHANOB KOHCTPYKLHI.

PeayneTarhl (PHKCHPVIOT KaK «YA0BIETBOPHTENLHEIER HIIH

WHEYIAOBICTEOPHTCILHBIC .
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36162 HenmiTande Ha BakyyMMETPHUYECKOE JaBIEHHE

Hey1oBneTROPUTENEHLIH Pe3yIbTAT HMCNBITAHHA BRIPAKACTCA B CHMMCHHH
BAKVYMMETPHYECKOro aaeineHua bonee dem Ha | %%, yTeure wnu aedopMHpOBAHNH
MATEPHAIIOE KOHCTPYKLHH.

PexyneTarel (PHKCHPYIOT KaK «YA0OBIETBOPHTEILHEIER HIH
«HEYAOBICTBOPHTEIEHBIE .

3.6.1.7 Tlpotoxon HenwlTaHHi

OdopumadioT OpoToKOI  HCOBITAHHIH, e HCOBTaHHe (GHKCHPYIOT Kak
«YAOBIETROPHTENLHOEH, ©ClM Bee  o0pasubkl  BRUJISPSKANH  HCNBITAHHA, H
«HEYAOBICTBOPHTEILHOER, €CIH KAKOi-THO0 W3 0Dpazluoe He BRIICPHEAT HCNBITAHMI.

YKa3plBAKT  paiMep  BLIDOPKH W ODOCHOBAHHE €€ CTATHCTHHYECKO
JOCTOBEPHOCTH.

5.6.2 UenocTHOCTE MeMDpaHb

HenoctHoctes membOpansl no 462 onpelensdT 00 METOIMKE,
pexoMeHA0RaHHOI uirotoeuTenem. [lo zanpocy wndopmania ob HCOBITAHHK H €T0
Pe3VILTATEl JA0J#MHEL OLITE NPEIOCTARIEHEl HATOTOBHTENEM. ACKBATHOCTE METO/1a
HCMBITAHHA MEeMOpaHEl HA LENOCTHOCTE NMPOBEPAT [Iepel peailn3auncil yoTpolicTe
HOBOIO THNA B COOTEETCTBHH C METOA0M, MPHBCACHHEIM B NPHIOKEHHH A.

5.6.3 CoelHHeHHA NOIOCTH 10 KPOBH

CooreercTeie TpebDoOBaHMAM K COEIHHEHHAM NOMNOCTH 0 Kpoen no 4.6.3
OIpeaelainT BHIVAIEHO.

5.6.4 CoeadHEHHA © NONOCTBID [0 AHAAHIATY reMoananniaTopa

Cooreercrere TpebDopaHiaM 4.6 4 onpeacifioT BH3IVAIEHO.

5.6.5 CoegHHeHHA  © NOMOCTEIO thuasTpaTa reMoUIBTPa  HIH
FEMOKOHLIECHTPATOpA

Cooreercrere TpebopaHiam 4.0.5 ONpeaciaiT BH3VAIEHO.
6 VNaxkoBka, MAPKHPOBKA H IKCIIVATALHOHHBIC JOKYMEHTBI

6.1 Vnakoeka ¥ MAPKHpPOBRKA

6.1.1 Tlorpebutensckan Tapa (YHAKOBKA)
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nﬂTpEEHTEﬂbCHaH YMITAKOBED JOKHA COACRARATE:

HAWMCHOBAHHE H apPeC HATOTOBHTCIA ]

HAWMCHORBAHHE HIACITHAL

HASHTH(PHKALIHOHHBIH KOJ H3TOTOBHTENA H3ACITHA;

- HOMEP  NapTHH, NOIBOIAIMHE  OpocaeddTh  NOCHEA0BATENLHOCTE
H3rOTOBIIEHHA KOHKPETHOIO YCTPOCTRA]

- ZAKIMMEHME O CTEPHILHOCTH H ANHPOTEHHOCTH, A TAKKE HHQOPMAaLHK o
CTEPWIEHOCTH BCEr0 COACPHHMOr0 YMAKOBKH HWIH TOJBKO NYTeH NepeMelcHHA
HHAKOCTH B YCTpOiCTRE,

- MECAll M roj CTepPHAIH3AUMH ¢ TouHOCTRKY a0 30 aHeidl, HavwdHaa ¢
(PAKTHYECKOH JaThl CTEPHIIHIALNHK;

- Y¥Ed3aHHE ob OIJHOKPATHOM HCIIOJIBE30BAHHH.

Mpumevanwne - [JonyckaeTesl TAKKE HCOOILIOBATL oGo3INAYEHHE 1O @ [50
TO00;

-  HAAMNHCE wll POMTHTE HHCTPYRELHH Nepel NMPHMEHCHHTM |

- HHCTPYELDHKRY I NnoearoToBske b MPHMEHCHHHRY FeMOIHATHIATORA,
reMOQHIBTPA HIH TEMOKOHUSHTPATOPA;

- YCIOBHA XPaHeHHd W oDpaiieHms.

6.1.2 TpaucnoprHas Tapa (YHIakoBKa)

MapkHpoBKa TPAHCTIOPTHOH VNAKOBKH JOJIKHA COACPKATE:

- HIHMCHOBAHHC H aIpeC HAFOTOBHTCIA,

- HAHMCHOBAHHE H alpec II_HCT;)HE!]:H}TG[!H, CClI OHH  OTIHYarTCA OT
HAHMECHOBAHHA H dIpeca H3MOTOBHTENA

- HAHMCHOBAHHC H3TCIHA, OIMHCAHHE COACPEHMOTO H KOMHYCCTERO }’CT[H-DHCTE,
COACPAEAILHECH B TPEHCHH;’}THI}E YIIAKOBRES,

- llﬂEHTHq}HEﬂHHGHHHﬁ KOO HETOTOBHTCA,

- HOMCEP MapTHH, NO3EOAAK LM MpOoCacIiTb MOCHEA0OBATENEHOCTR
HATOTOBICHHAH JAaHHOTO }“ET[JDFICTBE[:

- JAKMHYEHHE O CTEPHIBHOCTH H AllHPOTEHHOCTH
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- MECHIll M o CTepPHIH3AUMH ¢ TouHOCTbHY Ao 30 gHeil, HauuHas
(PAKTHHECKOH JaThl CTEPHIHIALIHH!

- HHCTPYKLHH M OPpSAYIPesIeHHA 0 XPAHEHHH H 0DPaLICHHH.

6.1.3 Mapkupogka yCcTpoiicTRa

Mapxkupoeka yeTpoHCTEA JOMKHA COASPEATE:

HAWMCHOBIAHHE NPCANPHATHA-HITOTOBHATENA,

HIHMEHOBAHHE H3ACITHH,

II,EI,EHTH[]}HIEHI_[HGHHLIrI KOO NMPpCANpHATHA-HATOTOBHTENE H3TEIHAL

HOMEP  NapTHH, [OOIBONAKIMHA  OpPOCIEINTE  MNOCNEA0BATEIEHOCTE
HArOTOBICHHA JaHHOIO YCTPOHCTEA;

- MAKCHMANBHOE, PEKOMEHAYEMOE  HITOTOBHMTENEM  TPaHCMEMOpaHHOE
gagnenue (TMP) wian (npH HeoDXOIHMOCTH) CpeiHEEe JABIEHHE B KATYIUEHHOM
remMoananuzarope (MCP):

- HANpaplcHHE KPOBOTOKA MW [OTOKA AHATHIHPYIOUIETO pacTeopa (IpH
HEODXO0IHMOCTH ).

6.2 JokyMeHTALIHA

6.2.1 DrcnnyarauHoHHAA A0KYMEHTAlHA

JokyMeHTauHA KamkA0H TPAHCHOPTHOH YIAKOBKH JOJIKHA COACPHAaTh!

HAWMCHOBIAHHE H aJpec IIPEANPHATHA-HIMOTOBHTCIIAE,

HAIWMECHOBAHHE MINCITHAL

II,EI,EHTH[]}HIEEl]_[IiiGHHL[rI KOO MPpeANpHATHA-HAMOTOBHTENA H3TCTHA.

FJAKMTHMMCHHS O CTCPHIBHOCTH W AMHPOrcHHOCTH., a  TakWC  MCTOM
CTCPHIIHIAT ML

- YEAZAHHC ob OOHOKPATHOM MPHMCHCHHH.

Mpumevanwne — Mower Tak#e HCNOIBIOBATECA OBOIANCHIE @ oo [SO 70000

- pAINIHYMHBIE NPEAVIPEAHTEIBHEIE cOnDIIeHHA (6.2.3);

- PEKOMEHIYEMYH MPAKTHKY aHTHKOATYIALHK,

- uHbopMauHK 0 1H000M HEODX0IHMOM BECIOMOTATENLHOM 000Dy I0BAHHHN]

- HAMMEHOBAHHE THOA H (NpH HeoDXOAHMOCTH ) (PHUPMEHHBIH 3HAK MeMOpaHbl;

- 0DUIEee ONHCAHHE YVCTPOHCTRA.
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ﬂpu Meyanue - (OnucanHe ACEEND COOSNRAThL CONCUNANLABIE NapaMeTPLl, NanpHMep
CKOPOCTE (PHALTPALNH, TPEDYIOUIYIO CHEUHANLILIX PEryAATOPOR, HIH HeoOXoINMOCTE Tedypalun
AHLTHEIHPY FOMErs pacTeapa;

- PEKOMEH/ALHH [0 NPHMEHEHHK COeAHHEHHI NONOCTH JHANHIHPYHOLIETrD
pacTeopa HIH (UALTPATA;

- IKCIIVATALMOHHEIC XAPAKTEPHCTHEH B COOTBETCTEHH ¢ 4.7,

Mpumeuanne [Ipn peodxoaumocTH HHPOPMALHID OPHEOIEST B BHAE rpadHEos,
MOSEOMANILHY MPOESCTH HHTSPIOJIHAOHI MapaMEeTPOR,

- VBEAOMIEHHE NOABI0OBATENS O NPEJAOCTARICHHH 10 €0 3anpocy caeayouei
HHOOPMALIHK:

a) ONHCAHHE METOJ0E HCNBITAHMA, MCNOABIYEMBIX 118  [0JYYeHHH
HAUCHHH NIPH ONPeJeIcHHH XAPAKTEPHCTHE In Vitro,

b COOTBETCTEBHE  XAPAKTEPHUCTHEM 1IN vIVO  NpMBeIeHHBIM B 4.7
XAPAKTEPHUCTHEAM In vItro;

c) 00BEM TPOMOHPOBRAHHON M OCTATOMHOH BO3IBPALIACMOH KPOBH,

d) OCHOBHLIE HAMMEHOBAHHA MATEPHANIOEB KOHCTPYKUHH E COOTBETCTBHH C
H:

e) HHCAD H AMANazoH pa3MepoB MHEPOUACTHL H BONOKOH B OTMBIBOYHOM
PACTBOPE INPH MNOJATOTOBKE COTMACHO PEKOMEHIAUMAM [PEANPHATHA-HITOTOBHTENA
O1A  KIHHHYECKOTD MCNONB30BAHMA, a TAKKE OMNHCAHHE MET01a HCNLITAHHA,
HCMOJIBIYEMOTO A4 NPOBEACHH 0100HOI0 H3MEPEHHA.

6.2.2 HHcTpyKuMa noneioRarTens

HMucTpykung Jo0&Ha COIepRaTe CHeIVIOUYI HHPOPMalHID A8 YCTAHOBKH H
HATAAKH YCTpoicTea:

- HANpaplcHHE MOHTAXa YCTPOHCTEA HA HECcYUISH KOHCTPYKIIHM, €CIH 3TO
MPHMEHHMO;

- pacnOiO#EHHEe COeJMHEHHH A8 KPOBONPOBOIALINX Mar"ctpaneil u {npu
HEODXOAHMOCTH ) pacnolOXeHHe COeIHHEHHH TPYDONpoRoda 108 JTHANHIHPYVIOLIETO
pacTeopa;

- PEKOMEHIVEMYID METOAMKY 3ANPABKH, OTMBIEKH H 3aBEPUICHHA NPOLECCOR

reMOoaHaniza, F-E!MC}I']}H.']LT]}EIHHII HIEMOKOHUCHTPAUMH,
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- HANpapleHHEe KPOBOTOKA (€CIH ITO NPHMEHHMO),

- THIHYHY JHATPAMMY MOTOKOE.

6.2.3 [peaynpeantensieie coobieHus

CoodlIeHHE 0THKHD COASPKATE:

- OrpaHM4eHHs No JaBlIeHHAM;

- OrpaHH4eHHas N0 pacxoly  JHATHIHPYROMEro  pacTeopa (a4
reMOHATHIATOPOR);

- OrpaHHYEeHHA [0 PACXOTY KPOBK;

- apeaynpesjacHue  (nNpH HeoDXOIMMOCTH) O TOM, YTO BCIEJCTBHE
oDAZATENLHOH (PHABTPAUMH HYIEBAA CKOPOCTE (IUIBTPALIHH HE MOMET OBITh
JOCTHIHYTA 0e3 MOA0KHTENBHOMD JaB/IEHHA AHATHIHPYIOLETO PACTBOPA, KOTOPOE
MPeJCTABIAST  ONACHOCTE  HM3-3a  PHCKA  NPOHHKHOBEHHA  HECTEpPHIALHOTO
JHATHIUPYIOLWETD PACTEOPA B KPOBOTOK H (ECIH 3TC BOIMOMHO) PHCKA MEpekaTHA
MOAOCTH 1[0 KPOBH B PE3VIALTATE CJAaBAEHHA JHATHIMPYVIOUIHM  PACTBOPOM
NOAYNPOHHLUAEMOH MeMOpaHLL,

- HHCTPYKUHK 110 OTMBIBAHHID YCTPOHCTRA Mepel €ro HCNoAb30BAHHEM

- OpeIVOPEHIEHHE © HEoDXOIHMOCTH  HCOONB30OBAHHA  COEUHAIBHOTO
o00OpPYI0OBAHHA,

- MNEpeUeHb HIBSCTHRIX OTPHUATENBHEIX PEeakiinii;

- OepeveHbL ODUINX W CHEUMANLHEIX [OPOTHBEOMOKalaHWH, Hanpusep «le
PEKOMEHIOBAHO JAA NeJHaATPHYUeCcKoro Hcnolb3osaHuax», «He wHcnonszoBates HAa
HEJSaIPHPYIOLIHX CHCTEMAX MOJaYH AHATHIHPYIOLIETO PACTEOPAY,

- NpeaynpesIcHHE ¢ CHHMCHHHM IKCIIYATALHOHHBIX XapaKTEpPHCTHE IpH
HCMOJMBI0BAHHH YCTPOHCTE CO CHHUWEHHBIM YPOBHEM JABICHHH M pacxoJa HHEKE
OIPEACICHHOTD  VPOBHA WIH [OpH  H3MEHCHHH OpPHEHTALUHH B [IPOCTPAHCTBE

(TOpHIOHTANEHOMN, BEPTHKANLHOM 1 T.11.).
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[punoxenne A

(obs3aTeIbHOC)

"]]l]l!i‘-‘]]lfﬂ AJCKBATHOCTH MCTOAHKH HCNBITAHHA Ha HETO0CTHOCTR ME‘MﬁpﬂHbl

HcnwiTaHHe TPOBOAAT HENOCPEICTEEHHO Mepe] peannzailieill yoTpolicTea
{5.6.2) 1 HEe pacCMaTPHBAKT KAK HCNBITAHHE HA KOHTPOIIL KAMECTEA.

A.l CymHocTe MeTO1a

Hanenue noJeepraloT HEPAIPYVIIAKILIEMY HCNBITAHHIO 14 BEIABICHHA YTEUEK
meMmOpansl. Jlna onpeseneHds yTeUKH KPOEH NPOBOIAT Nepdyivi  yCTpoiicTEa
KPOBLI) B CTEHIOBEIX YCAOBHAX (1N VIro).

A.2 Pearenrtnl

A2 ] AHTHKOAryIHpOBaHHAA OBIUEA HIH HEI0BEUeCcKan KPOBb C FeMaToOKPHTOM
25 % u KoHueHTpaumed nporerna (60 £ 5) r/n nopn temnepatype (37 £ 1) "C.

A22 Juanu3upyiolinid pacTBop: BoJda npu Ttemneparype 37 “C wan (ecan
HMEET IHAYCHHE KIHPEHC HOHOR) pacTBOp Xaopuaa Hatpua | 54 Mrke/ 1.

A3 Annaparypa

A3 1 Mepdyanonuwii Hacoc (no HMIA) 18 skIMHHYECKOrO reMoIHann:a,
reMoMUILTPALHH U FeMOKOHLEHTPALIHH.

A3.2 Cocya M3 NAacTHKA HIH HEPKABSHWIEH CTAIH 14 nepdylara.

A3 .3 Harpeeartens, He MMeH LI HENOCPEICTEEHHOIO KOHTAKTA © nepdryzaTom
H 00IaJ8KIHH CHOCODHOCTEI NOAAepRHBATE Temnepatypy nepipyzara (37 £ 1) °C
(mo H).

A3 4 Hamepurenn paenenud (no HJI), ucnoasiyvesmele NpH reMoHannze,
reMOMUIBTPALHHE WK FEeMOKOHUEHTPAUHH.

A5 KoMmnekT KpoBONPOBOIALIMX MATHCTPAIEH 104 KIHHHYECKOTD
FEMOAHATHA, TEMOQUIBTPALKK HIH reMOKOHUeHTpauu no [50 B638.

A 3.6 Cucrema 1718 NepeMelleHHs JHATHIHPYIOILErD PACTREOPA TEMIIEpaTypoil

(374 1) °C uepes noA0OCTE 0O AHATHIATY FEMOAHATHIATOPA.

[l pHMCYAHHE ﬂ-ﬂ[![!}'m CHCTEMY NPHIHHMAMKT TONERS 108 FEMOIBATHIATOMHIE.
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A4 Boibopka 1 noroToBKa 00pa3noB K HCNLITAHHED

HenonezywoT (rjie 31o OpUMEHHMO) CTATHCTHYECKH 3IHAYHMYH BEIDOPKY
oDpazuoR VCTPOHCTE, OTBEYAKMUHX BCEM KPHTEPHAM OC30MACHOCTH H KAYECTERA.
[logroToBka YCTpOHCTE — B COOTBETCTBHH C PEKOMEHIAUHAMH K KIHHHYMECKOMY
NPHMEHEHHED HITOTORBHTENS.

A5 Meroanka

[lonocte no kpoeu (A2 1) s3anonHaT Kpoesi. KpoBe pEUHpPEYIHPYIOT Yepes
MOA0CTE N0 KPOBH IPH MAKCHMANBHOM FPAIHEHTE JABIeHHA HA [MOIYIPOHHLAEMOH
MeMOpane, PEKOMEHIOBAHHOM H3ITOTOBMTENEM, MIPH 3TOM Pacxo/] KPoBH BRIOHpaOT
THOMYHEIM 11 PACXOJA KPOEH NIPH KIHHHYECKOH npoueLype.

[lo werewenuy 30 MHH HCCASIVIOT BEHIVAIBHO AHANHIHPYHOLIMA pacTBop HIH
(PHIETPAT HA NPHCYTCTEHE KPOBH.

A6 OdopmaecHne peivibTaTOR

He nom#Ho ObITE O0OHAPYEEHO NPHCYTCTEHA KPOBH.

[lonyueHHEIE Pe3VILTATHL OUEHHEBAIOT B npoToKoIe KAK
«YAO0BINETRBOPHTEALHBIEY HIIH «HEY/I0BICTROPHTENEHEIEH.

A7 [IpoTokoa HENBITAHHA

Eciau kakoil-nudo obpazen He Npoliel UCNBITAHME, PEe3VILTAT PHKCHPYVIOT B
MPOTOKONE KaK «HEYI0BIeTEOPHTEIBHbI Y.

B npoTokone HCNBITAHRA NPHBOIAT TAKKE 00BEM BRIDOPKH H 0DOCHOBAHHE ¢

CTATHCTHYECKOH JOCTOBE PHOCTH.
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Mpunoxenne OA

(cnpaeoyHoe)

CeefeHHA O COOTBETCTEMHM MEXIoCYapCcTEeHHbIX CTAHAAPTOR

CCbINOYHBIM MeXOQYHaPOOHBIM CTaHOAAPTaAM

TaGnuua QA1

OBoaHavyeHWe W HAaWMEHOBaHKWE CTeneHb OBo3HaveHe W HAWMEHOBAHKE
MeX/yHapoAHOro cTaHgapra CooTBET- MEWTOCY0apCTBEHHOMO cTaHaapTa
CTBMA
ISO B8638:1989 KomnnexT IOT MOCT IS0 8638 — 2012 KoMmnnexkT
KDOBONPOBOAALMX MaArMCTpanen ansa KpOBONPOBOAALLMY MarucTpane
remeaManu2aTopos, remoduneTpoE 1 ONs remogvanMaaTopos,
reEMOKOHUEeHTpaTopoR remopunsTpoe KU
rEMOKOHUEHTDaTOPOE.

TexHuyeckne Tpebosanna u

METOOLl MCNBITAHMA

SO 472:1979 MNnacTied. Cnosaps -

SO 7000:1989 padmueckne

CHMBONBI, HCNonb3yeMbie Ha .
obopyaoBaHUM. WMHoercwl M
obo3aHadveHnR

* COOTEETCTBYIOLWMA MEXMOCYQSPCTEEHHBIM CTAHOAPT OTCYTCTEYET. o ero YTEEDHOEHWA
PEKOMEHLYETCA WMCNONBI0DESTE NEPEBOO HA DYCCKWA RA3BIK JEHHOMD MEMOYHAPOOHOMD CTaHOapTa.
MNepesog QaHHOTD MEXROQYHAPOOAHOrD CTAHAAPTA HaxogwTed B PefepancHoM WHPOPMALHOHHEM
hoHOE TEXHMYECKWX PEMMaEMEHTOE M CTAHOARTOR.

MpumevaHwe - B HACTOAWEM CTAHDAPTE WCNONBIOE3HD CHNEOVOWESs YCNOBHOE
OB0aHaAYEHWE CTENEHW COOTEETCTEMA CTAHOADTA!

= DT = MaeHTHYHEIE CTAHOEPTRL.
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