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Mpeancnoeue

1 PASPABOTAH Natopatopked npobnem KNAHHKO-NadoparopHol adarnoctikr HAMK cbwecTeeHHOrD
INOp0BLEA M YNPaBNaHka Jgpasooxpaerien MocyfapcTeeHHoro SIoOMETHOND OBpalnEaTansHOMD YHDewae-
HWA BhiCars npogeccioHanesioro obpaiceanna MNMepeoro MoCckoBCKOND rocyJapcTEEHHOM MEeJHUUMHCEOND
yHHBEpCcKTETA WM. MM, Cedenoea Muezapasa PP, orgenaHmenm MeJUUWHCESR MeHeTHK Moy DapcTESHHOM
KAIEHHOMD YHOEMIEHWA 300aBcoXpadeHrs cHayHo-npakTrYecki LienTp novxvyeckor 30opoBed GETEA W
nogpocTkoe JenapTamedTa agpasosxpadedna r. MockBe s, Hay9HO-QuarHocTi4eckol naboparoprel Pane-
pansHoro rocydJapcTREHHOMD DIOMTHETHOMD yHPesaeHiA «HaydHsii UeHTP akyUepcTea, TMHEKONOMNHM W NepH-
HaTonorde k. B M. Kynakoaays Mudagpasa PO

2 BHECEH TexHH4ack i KEOMUTETOM NO CTaH1apTaaaund TK 380 cKnuuusecke natopaTtopHbie 1mo-
CREOOBAHWA ¥ OWArHOCTHYBCKME TECT-CUCTEME! 11T wilros

3 YTBEP¥OEH W BBEOEH B AEWCTBWE Mpukaiom GeaepansHOro areHTCTEA NO TEXHHYECKOMY
PErYNHPOBAHMIO M MeETpononil Poccrickod Degepauin ot 2 anpena 2014 ro Ne 2887

4 BBEOEH BMNEPBLIE

Mpasuna nouMeMaHLs HacmofAliess cmandapma pomaroenedsl ¢ FTOCT P 1.0—=2012 (pazden 8).
Hughopmauua 0f UIMEHSHUAX K HACMoAWeMy cmandapmy nySiusyemes & exesofHoM [0 COCMOANLN Ha
T RHEapa mexyijeso 20da) UbabopMayUuoHRONM YRazamane sHauuoNanekbe cmandapmisls. a ofhulivanssisil
MEKCM UaMeHesuld U NOTP3acH — 8 EMEMECTUNIM UNPODMALUOHKOM VKaIamens «HaLuoNaTbLMNLIE CMan-
dapmess. B criydae nepecmompa (2aMens) Uil OMKERSs HacMofleso cmawdapma coomaamomayowes
yeedomnesus Gydem omybnukoeado & GNuxaliien GaINYCKE SXeMEcRYNeE0 UWDODMEULUOHROED YKa3amens
v Hayuasansree cmandammsty, COoMEamMomEyiowan WhopaLUR. paedoMNeHue U IMEKCITIE DEIMELLE0M=
CA Makxe & UHPopMaluoMiol cucmene 0BLLeas NOTLICEIHUA — Ha ochujuanssios cadme PedepansHoss
A20HMMCMEAd N MESHUYBCKOMY Da2yNupoaasio U Memponozuy & cemu Mumepwem [gostru)

© CrangapTiedgops, 2014

HacToAW®iA CTAHOAPT HE MOMET GkTe NONHOCTEID WM YACTMHYHO BOCNDOWIBEOEH, TMDANMWPOBAH ¥ pac-
NPOCTPAHEH B KSYBCTBE OWUKMANEHOrD Haganua Gea paspewenna PeqepansHonD aredTCTEa No TEXHUHYRCHD-
ty PErYNMPOBAHKIO M METRDMNOrHK
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HAUWOHANBHBIW CTAHOAPT POCCUMMUCKOWN DEONOEPALUMM

W3OENMA MEOUMUWHCKWE ONA QWATHOCTHUEKW IN VITRO ONA ©NHOOPECUEHTHOIO
H UMMYHODNOOPECUEHTHOMD AHAMA3A «CY¥X0OIN0 NATHA» KPOEW HOBOPOXOEHHOMO

YHacTe 2

PACXOOHBIE MATEFWANLI (HABOPEI FEAFEHTOB) ONA ®NKOOFPECUEHTHOIO
W AMMYHODNOOPECUEHTHOMD AHAMA3A «CYXO0MN0 NATHA» KPOEW HOBOPOXOEHHOTD

TexHHyecKWe TpeBOBAHWMA ANA FrOCYAAPCTEEHHLIX JAKYNOK

In wifro diagnastic medical devices for flucrescent and immuncfivarescent analysis of wdried spots of newborms olood.
Fart 2. Consumabies (kg of reagents) for fucrescent and immunoflucrescent analysis of «dried spots of newborm 8 blood

Technecal requirements for state o buy =

Oava epenesnd — 201 5—06—01

1 OBnacTb NpUMEHEHWA

HacToAwwWaM CTAHAaRTOM YCTAHSBNMERIOTCE TREBORARKMA K DYHELMOHANEHEM XaDakTeDUCTHEIM M MET-
PONOTAYECHAM CBOHCTEAM PACKOOHLIX MATEPHANOE (HAGOROR PEAreHTOR) ANA RNKOPECUEHTHEL H MMMYHOG-
MIOOPECLEHTHbIX WCCNEO0BaHHA (7 VIR0 AHANKTOR B & Ly XMX TATHAKS KPOBK HOBODOKISHHEIX NP Bl MOMHE HIAW
HEOHATANEHOMN CKPWHMHTE Ha HACNEACTREHHEE 3a60NeaaHnA: (PEHUNKETOHYDHID, FANakTOISMHI0, SO0 HOTE-
HMTANBHER CHHOPOM, BOOHEIEHHEIA TRNOTHDE0S, MYRDBMCLUMO0.

Tpeboparua K yHELHOHANEHLM XaPAKTEPUCTHEIM W METRONOMMYECKKM COOACTEAM DACKOOHbLIX MaTE-
pHanoe (Habopop pearedToR), YCTAHOONEHHBIE HACTORLWMM CTAHOARTOM, NPUMEHRIOTCE NPY NDOBEOEHWI FO-
CYOAPCTERHHLY IAKYTION AAHHEE WAOENHE ANA W NPAMEHEHKA CcOBMEcTHO © npuBopamy 1 ofopynoRaHMENM
ANA PNOPECUEMTHREY M WMMYHODNIOOpECUEHTHRE HecnegosaqWi (cm. MOCT P 55992 1—2014)

2 HopmaTHBHLIE CChINKK

B HacToAWeM CTAHOADTE KCNONLA0BAHE HOPMATHAHLIE CCRIMKN HA CIeOYIOWWEe CTAXOAPTE.

M2CT P 51085—57 Habopw peareHToR OnA KNMHUYECK0A NabopatopHoa QuarHacTied. OOwWe TexmHH-
YECKWE YCNosKuA

MoCT P 55992 1—2014 sWapenia MedqyrHcKie ONA JHarsocTiiM 0 vilio AnA rnoopecleHTHOMD |
HM MY HOGNICOPECUSHTHOND AHANKWAA «CYXOond NATHA» KDOEM HOBSPOXGeHHoro. HacTe 1. MNMprbopel v oSopygo-
BaHKe ANA GnoopacUSHTHOMD U AMMYHSDMROpeCcUeHTHOMD aHANMIA (CYXOrS NATHA D KPOBW HOBODOMOEHHO-
ro. Texsudeckye TpeGoBpakuA ONA rocyaapCTREHHBIX 33Ky THOKY

M2ICT P EH13640—2010 Mconegopadve cTaBWUNeHOCTA DRAMEHTOR QNA AWMar HOCTHKK i wifro

M2CT P EH13612—2010 Ouenlka @yHELMOHANBHEER XAPAKTEDUCTHE MEANLWHCKMX HagenkiA Ans guar-
HOCTHEM i wilro

M2ICT PEH 1236412010 YorpaseHHe ANy CHEEHRE DUCEa MHDHUMPORAHKA, CEBRIHHOTO C pEareHTa-
M GNA QUATHOCTHEK i witra

FOCT P MCO 17511—2006 Magendn MegruMHCKHe ONA OHarHocTHEK i witro, Mlamepedine BENHYHH B
Buonorvyeckus Npobax. MaTponorMyecsas NpoCNeMUBAEMOCTE IHAYSHWUA, NPUNACAHHLIXY EANWERaTOpaM W
KOHTPOMEHEM MaTEPHANamM

FMoCT P MCO 18153—2006 Magends MeguuMHckHe QnNA OHarHocTHRK i witro, MaMeperiie BenHYHH B
Buonormaeckns Npofax. MaTponorMyeckas NDOCHEEMBEASMOCTE IHAYEHHA KATANWTUYECKOR KOMHUEHTDaLMK
repMEHTOR, NEUIMCAHHEY KAMWOpaTopaM W KOMTPONBHBM MaTEDWanan

MaCT P MCO 15193—2007 Magends MegdurHcKue 0N OHarHOCTHEN 61 vilro. MaMepesing BEnNHYHH B
neobax GHONCrHYEckors NPOMCXoMIEHKA. ONUcadue pedepeHTHEY METOLNE BhINONHEHAR HIMEDEHWA

ManaHwe ofpEUMENLHOR
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MoCT P MCO 14971—2009 WMagenna MeadurHcEde. NpuMeseHrie MEHSKMEHTS DHCEa K MEgWLMHH-
CEHM H3JEMAan

NMpumevaHwe — I"Ipu NONe30BEAHMA RACTORWWM CTAHOQAPTOM ye I'I-E'GI}IZIE-FI-BBHIJ- NEOEE0MTE SEACTEWE COnINOM-
Held CTAHJARTOE B WHPODPMEUMOHHIA CHCTEMe ofluers NONsICEaHWA — HE {I¢II'.LI_HEI'II:-HEIM cadTe denspansHOM
BTEHTCTEE MO TEXsHHwECHOMY DEryMMpPCEIHWE 0 METRONOrHA B CETH HHTEOHET UMW No SHEMOOHOMY RHPODMBELUOHHOMY
YEIIBTENH o HEUHOHANEHE 8 CTAHGA PTES, KOTOPpeA \'.'ll'l'g'ﬁﬂl-'l KOBAH N COCTOAHKWD Ha 1 RHEARA TEEYLLErd roaa, | No BenNyc-
KAM BHEMECAYHOrO MHPOEMAUWOHSO D YKA3ATERA s HALU®OHANSHBIS CTEHO&SDTEID 28 TEKYLAA TO0. Ecnu 3aMeHaH CoBInoy-

HelR CTAEHAAQT, a8 KOTOpbIR Aasa HeQ3THROBAHHAR COBINER, TO pPEXOMEHOYETCA WCNoONBI0AATE A8MCTAY LW YA BEQDCHID
ATOrD CTAHGAPTA © YHETOM BCEX BHECAHHEY B BAHHYH SEDCHED HIMSHEHHAN. Ecnun 3ameseH CobiNOYMHE A CTA HA3pT, H3 KOTO-
pEA 0a=a JaTHPOEAHHEA CObINKA, TO PEKOMSHOYETCR WCNONEI0E3Te BEDCHED ATOND CTAHAAPTA C YEA3AHHEM BH WE MOS0M
YTEEDHOSHAA {NPHHATRAA L. Ecni nocne YTEEDHOEHHA HACTORWEND CTAHOAPTA 8 CORNOMHBIW CTEHGAPT, HA KOTOPRIR 0848
AATHPCEAHHERA CCEINER, BHEC2HD HIMEeHEHNE, JaTRarlEanWes NONOXaHWE, Ha KOTOpOS DAaHa COENER, TO 3TO NONGHEHH#E
pEEOMEHAYETCA NDPUMEHRATE fea YHETE AAHHOMD WiMeHaHWA. Ecnw cobenos Hibld CTAHOBPT OTMEHEH Bes 3aMesb, TO NGNO-
HEHKWE, B KOTHPOM OAHAS CORINKA HA HEBrO, PEKOMEHLYETCA NPHMEHATE B HAaCTH, HE 3ATPAHBRBKIWERA 3TY CCeINsy.

3 TepMHHbI W ONpedeneH1A

B HacToRWEM CcTaHgdapTe NoMMaiedsl TEPMMHE © COOTEETCTEYIOWWMK ONpedeneHiaMMd, YEaiaHHL0e B
pasgens 3. « TepMUHE 1 ONPEIeneHE s W nounoseHrd A 150 18113.1[5]. s pazpene 3FOCT P 55992 1, a Tak-
e CNedyilde TepMYHEl C COOTEETCTEYIOWWMKA ONDEenensHAAMA;

3.1 peareHTLI ONA AWArHOCTHEW i1 witro (i vitro diagnostic reagent); XusAdeckde, BRONOTHYECEHE
WM MMIYHONOTHYSCEHE KOMNOHEHTE, PAcTBope WNK NPenagate, NPpedHasHaqdeHHLIe AaroToBUTenas gna
NEMMEHEHKA B KAYECTES MEQWMUMHCKHX HIQenni OnA QUarkoCcTHE in vitro.

NpuwmeyaHdse— ANANTAPOEAHG |1, onpensnasie 3.9]

3.2 wabop pearedToR (Kit): KomMninesT cneykansHo Noactpadiby PEAreHTOR (DEaKTHB0a), COCTABHEIX
HACTEN W MHCTRYKLWA N0 NRPOBE IS WK 2HANKAA, NDE0HAIHAYE HHEN 0NA ONPEOeneH i i wino QOHOIND K0H EpeT-
HOTD BELLSCTES (WM aKTWEHOCTH epMeHTa ), HECKOMLKNY KOHEDETHEIX BEWECTE (MNK CY MMapHOH aETHBEHOCTH
MEpMEHTOB), a8 TaKKe ONA JETeKlud yHacTeka redoma. CoBOKYNHOCTE KOMNOHEHTOR, HOTODLIE YNAKOBaHLI
BMECTE W NPegHIAHAYEHE ANA BRINONHEHWA CReUWdMEeckors MCCNEegonaHns JHarHoOCTHEN i Wirg,

NMpumeuaHea

1 KoMnNoHeHTH HABODE peEraHTOR MOMYT BENOYATs B cefia peakTvas, aHTUTENA, fepMeHTel, By@e pHe e pRCTEOPS,
pazbaexsTend, kanWBpATOPE, KOHTPONEHEE MABTEDHENE U OPYIEe NPEAMETH W METEPUENRL.

2 Agantaposado [FOCT P S1086—97, onpegenads«e 3.1], |7, cnpegenesde 3.10).

3.3 dyHEUHOHANLHaA XapaKTepucTrka (performance characteristic, metrological praparty ). CoiM Wa
NagamMaTpos, HCNoNBI0BaAHHLIX 4NA EYHELMOHANBHOA XAPAKTEPHCTHEN MEQWLMHCKOTD MIOENKA GNA AxarHoc-
THEH i1 Wilra.

fpumepn — Mpeden oBHApYMEHUR, ADPSUUIUOHHOEM G, EMELUGUYHOEME

MopuwmevaHwe — WMHEopMayda o fones, Yem O4HOW PYHELHDHANEHOA XaDarkTEpACTHER o slEHG TFI-E"fl:"ETGFl
ane Tora, 4Tobsl oUEHHTE NPUrOAHOCTE MEAHYHHCEOMD @308NHA ANA AHAMHOCTHERS 7 vIind GNA NpegHasHa“esHOro MenxE-
UHHCEOTD NEPHMeHa H@A.

3.4 saaeneHHanA PYHEUHOHANLHAA XapakTepucTHEa (performance ciaim): CnedufprEagyss yHELWD-
HAMNEHOA $8PaKTEpHCTHRN MEOHUMHCKDrD H3AENKA ANR QUarHOCTHEA 17 WIS, KOTORaR QOKYMEHTHPOBAHS B MH-
HopMalkn, NPEAoCTABMEHHOR HIrOToCaMTENamM.

NMpumeuyaHHwn

f MomeT SelTe OCHOBAHA HE WCCNEO0BAHHAY PYHEUWOHENEHE X S3p3KTEDHCTHE, DOCTYNHEIX OBHHEIY G dyHRLHO-
HENEHH X XEREKTEPMCTHLAE MNY HCCNEqoESHRAN, ONYENHHOBAHHEE B HEYHHOR NWTERATYRE.

2 AganTepoBaHO [1. onpegenaxde 2.7

3.5 oueHKa PYHEUHOHANLHOH XapakTeprcTHil (performance evaluation): Maydeine mMedWUAHCEOND
WIZEenua ANA QUarHoCTHEA i vilfo © UenNkso YCTAHOBMEHHWA WKW NQOBEPKK 33ABNEHHOR DYHELAOHANLHOR Ka-
PAKTERMCTHEN.

Npuweyadse— AQanTdpoeads |, onpensnesne 2 8]

3.6 peakTHBHEIA MHrpegueHT (reactive ingredient): CocTagHan 4acTe, KOTOPAA YYACTEYET 8 DEAKUWMM,
NpEgHaIHAYERH0R 4NA obHapy e A WNK WAMEDEHWA BENWY MBI,

2
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Apusiepkl — AHMUMENs APOMUE UMMYHODEARNMUEHOED MPUNCUHE, MAaYeHHbIe BSPONUENM,; DACMEO0DE!,
FOUMUWEAM W e N0 Dec U SHL WM MEY WM WYHO DT opecUleH oM sHanuie in vitre 1T -sudposcunpo2ecmepoHa,
TTr.

Mpumesasns

1 BydepHee BECTEGDL, OHCEPEAHTR U CTABMNAIATORE, KOTOPEE HE YYACTAEYHT B PEaKL W, HE DACCMATDMEAKTCR
HAK DPEEKTUEHH B WHTPEIMEHTEL.

2 AganTtipoeado [T, onpegensHee 3.1).

3.7 AonropevHoCTE NpW xpadedii (shelf life): Mepuog BpeMeln 4o MCTEYEHWA CPOKa MOOHOCTH, B Ta-
HEHWE KOTOPOMD DEAreHT ONA QHATHOCTHEM i1 Wiro COXpaHAeT cBoK cTaDUNEHOCTE B CBOEH NepPBOHAYaNEHOR
YIAKDEKE B YONOBWAK XPaHEHHA, YCTAHOBMNEHHEIX HATOTOBHTENEM.

Mpumesasirs
1 CradenedHocTs [5. onpegensdse 3.68] 0 Cpok rOGHOCTH [5, onpefensHye 3.1 7] RENAKTCA CEAIAHHSIME NOHATHAME,
2 ApanTtipoeanc [¥, onpeganedne 316)

3.8 crabMnbHOCTE (stability): CnocoBHOCTe MEJWUMHCKDTD HaO0eNHa ANs QUarHoCTHEK in wilio coxpa-
HATE CEO0W CROACTEA 8 NpEJEnax, 330aHHBIX H3roToORMTanNaM.

MpuamesasMa

1 CTESBMNEHOCTS NPUMEHWMA:

- ¥ pearesTan, EEnUipaTopaM UNH KOHTPONEHE M MATEPUANAEM, B CNYHEES, B0NHE OHM XPEHATCA, TRAHCNOSTHREYIOTOR
WM @CNONEIYOTER B 3B08HHSIE YENOBWAN,

- £ NAMEMNHEIMPOBEHHEIM METEQDUENAM NOCNE BRCCTAHOBNEHUA, pRB0OYMM DECTEOPAM, MATEPHANEM NOCNE OTEpE -
THA 33MNE4aTAHHO0A YNAKOEHR, B CNYYMEE, SCAW OHW NPAMOTORAEHE, ACNONBIOBEAMCE W EPEHANUCE B COOTEETCTEME C
RHCTRYELUWAMM WITOTOENTENS MO NPAMEHE HUD

- K W3MEDWTENEHEIM WHCTPYMEHTEM UMW HAMEPUTENEHEIM CHCTEMAM NOCTEe KENWHDOEKY.

2. CrafMNeHOCTs PEAFSHTE ANA AHETHOCT HER (7 Wilre MK HAMERMTENEHOA CHCTEME 00RIMHO PACCYMTRIBART N0 OTHO-
WIEH KD B0 BREMEHH:

- B TEQMHHAX APOAONMATENEHOCTH HHTEDEANE BPEMEHN, B TEYEHHE KOTODOID METRONOrMHECHDS CECACTED MIMEHH-
Nock B YCTEHOBNSHHOM PAIMEDE;

- B TEPMAHEE H3MEHEHWA CEOACTEA 33 YOTAHOEMNEHHS A HHTEREAN BPEMEHN.

3 AganTHpoEaHd (3, ongegenedne 4.18).

3.9 AMArHOCTHYECKAA YYBCTBEHTENLHOCTL (diagnostic sensitivity ). CnocobHocTE METOOKWKK DHAMHOC-
THHYECKDTD WCCNEdoBaHAA T WD WOEHTHOMUNMDORATE NPMCYTCTEBME LENEBOr0 MAPKEDa, COMETAIWENOCA ©
KCHKRPETHOR BONREaIHER WK COCTORHWEM.

Mpumesanis

1 Taske cnpeqenanT ek NPOLEHT NONoHATENEH0CTY B npobax, rge gonses GeiTe yenezoi aHanKT. MHpOopMaELHD
C ONWCAHWEM AWEMHOCTHYECKMY @YHEUHOHANEHEIX XAPEKTERHCTHE MEQULMHCEUY ME0ENNA LNA QUarHOCTAKA (0 vifro oy [13].

2 AnarHocTU4eCcHyD SYBCTEMTENEHOCT: TEEHKE BSIPAMAINT €88 NPOUSHT (MHCNoBEARA QONA, YMsoserHaa Ha G 100)
PACCHMTAHHER NPTEM YMHOKEHEWA YACNE HCTHHEHO-NoNeXETensHex (M) aHauennd He 100 « DENeHMA HE CyMMY MCTHH-
HO-NoNoHHTENsHBE (M) @ nomde-oTpridaTeneHs (N0) sHausH@i, Wne 100 « PN + N0). JaHds@ pacyeT OcHOBREA-
STCHA HA TAKOH OPraHMEELM A MCCNE Q08 EHMA, NPH KOTOROA ¥ kKaXLoro cyieesTa nococnenoaaHea SepyT ToNeKo ogHy npody .

3 Uesnegos cocTOAHWE [5, onpedenad«e A.3.55] onpadenssT Ha OCHOES KPATEQHR, HESZERHCEMONS OT DACCMETDH-
BASMOM METOOWKY MCCNEZOBEAHUA.

4 ApanTtvpoeado (4, cnpegenedne 4.5.1)

310 awardocrdYeckan cneyndrdrocTs (diagnoestic specificity ) CnocoSHocTe METOOWEM JMarHocT -
HECKONT MCCNE0OBaHWA i Vilro pacnoIHaBaTe OTCYTCTEME LENEBOTD MEPKEDa KOHKPETHOA BOMeaHs K- cocTo-
AHWA [5, cnpegenaude & 3.16].

Mpumesasus

1 Tawwe oNpegennsT KLk NPoUEHT OTPHUATANbHEE SHEYSHHA B Npofax, rie USNSEOR MAPEED, KAK HIBECTHD, OTCY-
TETEYET. MHEOODMALMH OTHECHTENBHRD ONHCEHHA DWATHOCTHY BCKAR yHEUMOHANEHEE 30AKTADHCTHE MEQHLMHCEWE Hage-
TR Ona QHEMHOCTHRE 7 Vitno o |5).

2 Awnar#ocTUHecEyD CneuMpniHE0cTe BalPAREKT NPOYEHTOM (HHCNOBOR Ooned, yMHCHeHR0A 13 100}, pACCHRTEH-
Hkbd B2E 100, YMHOHEHHOE HE HHCN0 HETHHHO-CTRMUATEABH BiX (MO} 3HEMSHAA, DENEHHOE HE CYMMY UETHHHO-0TPRLETENE-
Heix (WD) W poEHO-nonowATeNexex () asagsesnd wan 100 < HOAWO + NN DasHsi pacHeT OCHOBRIBERTOR HE TAKDE
OpTaHWIAL WM MCCNEN0BAHAA, NPY E0TOPOA ¥ KEMGEND cyBeesTa neonegoaaH A BepyT TonNsko oady npoby.

3 Uenepoe cOCTORHWME ONEPESENRKT HE OCHOBE KPWMTELUA, HEIABUCHMOIG DT PECCMATRHEEEMOR METOILMEM HCCNA-
OOBAHWA [, onpegeneHHe A 3 55)

4 AganTupoeadc (3, onpegenedns 4.5, 1)
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3.11 obpazey (specimen). BUoNOrM4Yeckii MaTepran, NonyYeHHelR ona oSHApYEEHHA UMW W3MEPEHME
OOHOA MNA HECKONERKY BaNNYMH.

Mpumep — KannA kanunnaApHol Kpoay, 3AMEA UE NAMKU HOSO0POWJSHHOE0, HAHBCEHNAA HA KDYMOK (u-
NempogansHol GYMasy U GLICYWEHHER HE aosdyxe.

NMpumeyadse— ApganTdpoeads k2 [2, onpegenesns 3.5].

3.12 anmanuTh4eckan nopuda [analytical portion). Mopuka MaTepdana, BIATOMD W3 AHANATHYECKOH
NpoBel, B KOTOPOH NPOBCOMTCA MIMEDEHKE WKW HAGMIOGEHHE.
[MOCT P WUCO 15193—=2007, onpepeneHve 3.4].

NMpumeyadse— AHANKTHHECKYKD Nopulen GepyT npaAMO M3 NepR@q=0R ann nabopaTopHoA Npodel, eCnd He
TpelyeTCcR NOAroToaLE. AHANWTHYECEYH: NOPUNK WHOT0A PACTRORRKT SAA NONYHEHWA BHENWTHYSCKOMD pAcTEODA Nepan
NOMEWEHWEM S8 B8 MIMEpUTENsxeG npubop.

Mpumep — BarBumbid 8 AYHRY Mnadwems duck runempoeaneHol SyMasy onpedeneqozo dusmempa o
HAHECEHHOD HE HEEO KENUAMAPHON KPOGLI, BIAMOL U NAMEY HOBOPONISHHO20 U SLlcyilaHHol Ha aasdyxe.

3.13 Tecr-Gnadk (test-blank) Bnadsy (kApTO4SKH]) M3 cneuraneHoR GUNLTROBANBHGH ByMary cnpeie-
NEHHEX PaIMepoR M CECHCTE ¢ HANBEUATAHHBIMH HA HMX KPYHKAMY ANA BHECEHWA Kanens BMoHALKOCTH {y HO-
BODOMASHHEE — KPOBM), 4 TIKHEe C WHCTDYEUMER gnA nonydedda obpaiua W BHECEHWMA CReOeHWUR no
MOEHTAEKHEEWMM NAUMEHTA W BIATOMD ¥ Hero obpaiya GuommnokocTi. TecT-6nadHikK NnpedHdasHadeHsl GnA aas-
THA, XDAHEHWA W TPaAHCIOPTADOEKM Ofpasuos.

MeoumevaHwn
1 AnanteposaHo [10).
2 Tpebopanwn K TecT-Snasiy 8 5.1 HECTOAWEID CTAHIADTE.

3.14 wcyxXoe NATHO» KpoBRW (sdried spoty» of blood): BeicylleHiog C onpeieneHHEME NpegocTopom-
HOCTAMK 1 B ONPEOENEHHBIX YCROBWAK NATHO EDOEK, NPEJBADRHTENEHD HAHECEHHOKW HA TecT-Bnams.

Npumeyadwe— TexHONOMHA H#OYEOrD MATHES — TEXHONOCAA NEFE3HADWTWSECKOro 3Tana Qna BE3ATHR £BNWn-
MARHON KDOEW ¥ HOBODOW GEHER Y ACNONBIYETCA MM HEGHATAMNEHOM CHPEHRHTE, & TAKRHE NP ANHLE MEONOrAHSCRRY CEpH-
H#HIEE ¥ HOBOPOKOEH HIX, OETEA W BIPOCb X, HERPAMED, CHPMHUHIE O0A BeiABNEHWA BHY, reneTHToE ¥ HCCREQoBaAHMAR
FMOpMOHDB, NENHBA0E, NEKERCTA. an'I-'l‘H'!,' WEeCTES METDLE8 — MAanan TREEMETAYMHOCTE, BOZMOKHOCTE MCNONB3CEAHWR MUE-
poaHannza, NSOoCTOTa TREHCNOPTHDOB AHMA W XQAHEHWA -EIEE-FI-E.E Uoe.

3.15 cKRpHHMHr (screening) NpoceMBanke — METOO BEHAENEHHA B oDWed NonynauMd Ndy © onpeae-
NeHHoR BoONesHeEn MNK DakTopamMi PUCKa 88 DAaIBEMTHA.

316 HeoHATANLHLIA CEpMHART (neonatal screening): Macocopoe 0SCNea0BAHKE HOBDDOHIEHHEIX J8-
TEHA ANA BRABNGHHA BEROMOEHHBIX HACNEQCTEEHHEX 2aboneaaHud Ha QoKNAHRYecKoN cTagua [11, 12].

NMpumeyaHdHwe— B CoOTEATCTEMK ¢ NpMEEZoM MuHIApeacoUpaIanTHA F@ ot 22 apra 2006 r. Ne 185 0 mac-
COEOQN DﬁEI:EI.EIL'IEIEIHHH HOBODDMOEHEIX OBTEA HE3 HACNEACTEEHHES zaboneEasnAs NEOEOQHTCHA M3CCOERA HEOHATENE-

HElA CEPMHEMHT HE @esUNEeToHYEMD, TENAETOIEMUK, SAPSHOMEHHTANEHEIN CHHODOM, MYXOBMOUMODI W BPOEISHHER
ranoTipecs [11].

4 TexHu4eckue TpeboOBaHWA ONA rocyfapcTEBEHHbLIX 3aKyNOK K PAacXogHbIM
maTepuanam (Habopam peareHTOR) OANA OWArHOCTHKM in vitro

ANA (hNopecUeHTHOro U UMMYHONOPECUEHTHOrO aHanM3a «cyxoro NATHa»
KpOBH HOBOPOXOEHHOMD

4.1 OBwme Nnonoxe KA

4.1.1 Ha npeaHanHWTHYECKOM 3TANe WMMyHORNopeclEHTHOMD W QNCopeEcyes THOMD aHanKaa ocyXoro
MATHA» KPOBH, BENKYANWLEM MANOWHEAIHEHDE BIATUE KPORH ¥ HOBOPOWOEHHEIX NYTEsM NPOKDNa KOWH NATHH,
pACKOOHBIE MATEPHANEl OOWMHAKOBE W HEIZEBMCHMBl OT AHANKTA, KOTOPEIA HEODXOOMMO HWIMEDWTE, M
npegcTasnAT coboi:

= CTEQMNEHEE CEAPMMEaTODE OOHOPAI0ECIo NONEI0BAHAA MNK CREUMaNsHsle yCTpoRcTea ANA NpoKa-
NEIBAHAR KOWH,

- CTEPWMNEHBEIE MADMEBEE TAMMIOHLI,

- MEJWMUMHCKNE NaTEXCHEIE NEpHaTEd Ded Tanska dnd Gpyrkx NopowKos, CTEPMMTEHBIE,
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= TecT-GnaHkd W3 ErNbTDOEANEHDH BYMAard, NPegHasHAYEHHEG BNA HAHSCEHWA BIATEIY W3 NATEA HOBO-
POMOSHHOTS KaNank KanWNnApHoR KpoEWd, ANA NpHroToBNEHWA NEpEHHHOD oDpaiua, TRaHCNoOPTHDOEKH W Kpa-
HEHWA 870 B BWOS HCYXME MATEH?.

4.1.2 Ha aHanuTHYeckom aTane TEXHONOTAH KMy HODMNICOpECUEHTHOMND aHan3aa HMMyHOpDEaKTHEHOM
TpMNckHa, 7o -TiapoKCHNpPorecTepoHa, TUDEOTPONHOrD MopMoHa N DRICODECUSHTHONS aHaninaa dexwna-
MEMKEHa WINK rANagTodbl NP HEOHATANBHOM CKDMHWHME BBINGNHAKTCA C NOMOLWsD Habopos pearesToR, npea-
HAIHAYEHHBIX CNEUMANEHD ONA KaMA0r0 M3 aHandToR.

4.2 ObuwmKe TexHHYaCKHe, (PYHKUHOHANLHLIE H METPONOrHYecKHe TpeboBaHHA K HaGopam

peareHToB

TEXHHYECKHE H DYHELUACHANbHEIE XaParkTEPHCTHER W COOTRETCTEVIOWWE Wk TPeSOEaHWA K TecT-Bnaw-
kam W Habopam pearedToB ANA rocyjapcTEEHHBIX 3aKyNoE NPHBEISHE B paifene S HacTOALWErD CTaKdapTa.

YeazauHble B HaCToAWe N paanens (4.2} obwue TpebopaH#n AonsHE Dl Te NpEACTARNEHE B MHCTDYELIA-
Ax, NpHNarasMsx K HAGoOpasm pearesTon.

4.2.1 WoenTwdHEILUHA KOMNOHEHTORE HAGOPOE PeEaraHToR

MpUuseHATENLHD K HABoDyY PEareHTOR KaMOblA KOMOOHEHT JonHaH DbiTe HOBHTHDHUKMPpoSaH 0guHakKD-
BhIMA HAKMEHOBAHWEM, DYKBEHHEIM CO0IHAYEHWEM, HOMEDOM, CHMBONGCM, UBETOM CHPACKH MW rpadmdec-
KHM IHAKOM H3 BOEX ITWRETEAX WM B HHCTRYEUAH NO Npameseno [6. n. 4.2].

Npusep — eflpuseradue daR JuasHOCIMUEL I VitFoe WL 2padiuYyeckul cuMaon: vuidenus medulurcroe
dma duasHocmuky in viltroes.

4.2.2 YcocnosWA xpadeHna W obpalenya

DomsHi ObiTe yEaIaHk YCNOBMA XPaHediA 00 OTEPLITWA YyNaKOEKK, HEobxogMMee ONA NoagepmasKa
CTAGWNLHOCTH PRAMEHTOR, KANWOPaTOPOE M KOHTRONbHBIX MATEPHWaN0E.

DonsHib BbiTe NPWBE0EHE MOBBIE WHblE YONOBWA, KOTOREE BAWAKT Ha oD0aleHneE WNK XpaHeH ke paa-
reHTOE, KANKWEPaToPoE W KOHTPONEHEN MATERHANCE, GCMA OHW OTNWYAIOTCA OT NEHBEOEHHELY HA BHELUHEA yra-
KOBKE,

4.2.3 MNpegHaIHAYEHHOS NDWMEHEH RS

MpegHasHaqeiHos NPHMEHEHHE DOMKHD BTy ONKCAHD © COOTEETCTEYIOWWMKA DETANAMA, BEMOSaA Wil-
MEDAEMYIO BENWHUHY, THN oBpaiya. Jomked GhiTe YKA3aH BHA HCCNEI0BaHHA.

Npusieper

- UIMBDENUE ROWYEHMPAYYY MESSOMPONKIE0 S00MOHE & FCHXOM TANMHEs KDOGU HoSopowdeHHoze AR
npogedeHUn HEOHEMANEHO20 CKOUHUHEZE Ha eposdedHEld sumomupens,

- UIMEDEHUE KONUSHMpaYUY caolodiozo Mmupgokcuna dng nodmeepwdesun Jusennia apoxdenlHoze 2u-
AomUpeaIa.

4.2.4 MpuHUKN METOQA MCCNBOOoBaAHKWA

Oomked ObiTe ONUCAH NPHALMNT METO0A MCCNeqoBaqHMA, BKNoYas THD peakury (Hanpumep, dinioopecs
UEHTHEIR epMEHTATHERER MEeTOL).

4.2.5 MpocnekiBassocT SHEHYSHWA, NRPWNMCaHHBIX KBNHBpaToRaM 1 KOHTPONLHBLIM MATapKanasM npa-
BHMBHOCTIA

Domgua OwiTe CNMCAKa MaTPONCrMYeckad NPOCNEEHBIAEMOCTE IHAYEHHE, NRUNMCAHHEX KANMEpaTopaM
M KOHTPONEHEM MaTepHanam NpapuneH0CT, BUNKYAA BOeHTHEOMKEWWI0 NPUMEHAEMEBX DEDEDEHTHEL MaTE-
PHANOE UMK METOOME pedepeHTHBIX HIMEDEHHA,

Mpuimeasase— TOCT FUCO 17511 W FOCT P MCO 137153 cogepsat TREBOBAHMA NG NPOCNEHABREMOCTH
00 pREepeHTHEX MATSRHAN0E WHAN 40 METOAME pR@eREHTHEIX WasMe peH«l Sonee BECOKOrD YOOEHR.

OonsHi: BbiTe NPEICTARNEHL COBARM Ha COOTEBETCTEYIOWME HCTOSHWEN NMTERaTY DR MW Spyryso Ooc-
THENHYED GOKYMEHTALWG O METOAKKE PeepeHTHOD MAMEREHHMA UK pedeDerTHOM MaATEpKHane,

4.2.6 KoMnoHeHTkl

Donsuet BbiTe NPHBELEHE JAHHLIE O NPAPOLE, YACNE, KONKWYECTRE, KOHUEHTDALWMA WM CO0EDMAHMA KM=
rPEOREHTOR DEaKTHES.

Oomasa GuiTe NpHEEOEHA MHMDOPMAaLKA, KACAKWARCH OPYTHY HHIPEOWEHTOR, EOTODREE MOTYT BIMATE Ha
NEPOUEOYEY HIMEDESHKA.

Apusiep — Fomosell & UCTONEI0BAHUD PECTEOD, EITUESMH W UD MO peCcUeHLLA Xenamos edponus, ¢
TpumososM X-100, pReyeHol RUCTONOS U XeTamopan i,

(d.]
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NMpumeuaHHde — ECNAWIMGTORSTENEM HEGORE pearasToe EES0eHE KEERE-NH G0 WA EHEHWA B COCTRE pEakKTH-
B3 MNKW APYTrHE MaMeseHMA KOMNOHEHTOR, TO Opd 3TOM JONEHS fieiTe ofecnevsHs ra PAHTHY COXPAHEHRAA PYHELMOHENL-
HelX @ METPONOTM4ECEME CRORCTH, KOTORBIE BOMSHR fislTh HE e YWOCTAHOBNEHHR Y HACTOAW WM CTEHOBTOM.

4.2.7 HeobxogumMoo QONoNHATENLHOS 0GODY OOBAHWE

DonxHo BeiTe Nnepgedrcnedo moboe cnedvansHoe obopydoaanye, TPESYKWEECA 0NA NPABMIEEHOMD Bli-
MNONHEHWA HCCEGOBAMKA W BEI0NACHOND NEPHMEHEHWUA MITENKA, HO HE NPELOCTARNASMOE HITOTOBMTENEM.

Oonsra Beite NpegocTaBneHa UHgopMauna, Heobxogumas ana 1ors, 4Tobsl NoIBONKTE MASHTHEHL M-
POEATE W NPARMNEHD NPACOSIUHKWTE CREUHANLHOE 0DoDYO0BAHNE.

4.2.8 HeoGxonumbcle QonNoNHHTENLHEIE MATEDHAMLI

OonmHsl BeiTe NEpeYMCne B MaTepHans, He BXodAWWE B cocTae Habopa peareHTos 4 He NpedCCTaBng-
EMBIE WITOTOBWTENEM, HO HECBXOOWMBIE QNA KCCNEdoBaHHA.

Mo s eps
1 — HeuoHusupodsHran soda.
2 — Tecm-GAGHKY.

4.2.9 MogroToBka peareHdTa
OonsHe SelTe ONMCAKE BCE ATaNk NPUIOTORNGHHA pearedTalos).

Mpukep — BoccMad08MeHU e, CAMBW WS aHUE, WHKYTaLUA, paseedaHus.

4210 XpaHeHWe W OONMOBSYHOCTE NOCNE NEPREOTD OTHPLITHA

DonmkHel ObiTeE NDMBE0EHE YCMNOBWA XDAHEHHA W JO0NTOEEYHOCTE NOCNe Nepaore OTEPETHA BHYTDaHHEHR
YIAKOBKA, BCMH OHH OTNWYAINTCA OT YCNOBEMA XDAHSHKA W JONMoESYHOCTH, YEAIaHHBIX HA MADKWPOBKE DeareyTa.

OonHel OeTe NPUBEOEHE YCNOBWA XEaHEHKMA 1M CTA0UNEROCTE PADOTAKWM PRareHuToR, kannipaTtopos
W EOHTPONEMBIX MaTEDMaAnoa.

4.2.11 MpeoynpexgeHHa 1 NPeOoCTEpEMeH A

Ecnu peareHT ANA QWardocTWKW in vilFo paccMaTpUBaaTCA Kak ONacHkiA, WHCTRYELMA NO NDAMEHEHKK
Oon#Ha OeiTh MADKKPOBAHA COOTBETCTEYIOWMM CHMBONOM ONACHOCTH MMM COOBpHaTE CNOBRCHOE NpeE-
OynpesaeHme,

Ecri xpacHesne, NpAsMeHEHRE WKW YyTHNRKWIALWA DeareHTa ANA QUardHosCTrRd (T Vilro, BEN0Yan Bo3MOdHOS
HENPABWNLHOE YNOTpebna ue, NPedcTaRnNgeT ONacHocTe, JO0NKHa BTy NpUBeIeHa MHCODMAaLWA, KOToDan
MNOABOMAET NONLI0BATENKD CHUINTE DUCK.

Mpuiep — Xusudecrand, paducakiiUeHEn WY SUOTEEUYECHER OMacHCMb.
Mp#rensioT Tpebosaxus TOCT PHMCO 14971, iMew ke OTHOWEHWE B HdopManMHd no Be30nacHocT#.

MpumMauaH#e— WHOOPMALWA, KOTOPAA NIIBONAST NONEI0AETENAM YMEHRWHRTE PUCE, HESKBASTCA *HHEOp-
Maura No BeaonacHocTas. Swm. FOCT P WCO 14971,

Ecrnik pearesT gnA AHarHOCTHEN i Vilro CogepsnT BeWecTEa YenoaeYackoro MM MUBOTHOTD NPOMCKON-
A8HWA, KOTOPLIE NPEOCTABMAKNT PHCE WHEHUWPOBEEHWA, DONHHO BhiTe NEHBEOEHD COOTESTCTRYIOWLES Nped-
ocTepeserde, OomsHa BelTe NpeacTaEneqa WHopMauwA o De3onacHom NPUMEHEHWA W YTHNWISUHK
MCNONEICBAHHBX MaTepWanos. Cu. TOCT P EH 13641,

Ecnu pearedT ONA QUArHoCTHAKK i7 Wirg NPeOHasHaYed N8 OgGHOKPaTHOD NPUMEHEHAA, JONMHO ShTh
NPYES0EHD COCTRETCTRYIOLWES yraIaHMe,

4.212 Coop, obpaboTeka » XxpaHeHue obpaiua

OonsHel GeTh yEaZaHE 0GRaIEL, KOTORLIE A0MEeH DblTe HCNONBEIOBAH, M NOORE CReUHansHsle yCNoa9Ma
era cGopa, NpegsapHTensHod oEpato i WKNK YCNOoBHA XDaHEHMA, BENNYaA NDedeNbHblE CROoK XDaHeHIA.

Oon#Hol BbiTe NoHEEOEHE NOGRIE CELWMANEHES MHCTRYHELMA N0 NOOroTosKe NALKEHTa Neped BIATHEM
ofpaaua.

4213 Metoguvka HccnenoBaHna

Lon#H BeiTs NpegocTasne o NonHoe JeTanbHoOE ONdcaH e METOOWER MCCNegoBaHWA, KOTODYID CNegy-
aT NPHMEHMTE.

MeToouka Qon#Ha codepmaTs BO8 CTAAMH, HEOBX0AHMEIE ONA NOATSTOBKK NPOolsl, BEMOMHEHWA KOCTe-
ACEAHWA M NOMNyYeHA DelyneTaTa.

4.2.14 MerToguka KOHTpONA

[onxHa BeiTe NpegocTagneHsa aqekeaTHan MHEOopMaLKa OTHOCHTENBHO (DY HELMOHANEHEIX XapakTeprc-
T pEareHTa QA JHarHocTHiE i Wlg W CoegcTh NPOBSpEd X COOTEETCTREWA 33JaHHbIM CheUWdrKaLHa .

&
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I pPHMEBEYE NS — Mone3o@arTend OT3ETCTEEHHE 38 onpegeneHde COOTEETCTEYKUAY MaTIOMKE KDHTROMA ONA
caosd na ﬁDFIET-EIFrH:r*. A X8 WE COOTESTOTAHS NPpHUMaHASMElM NEEANTAM ONA I'IEﬁI}FIE TOpHEE.

Mpunep — HdenmugunayuR NPpUEMIEMEIX HOHMDOTLHEE MaMepuanos, Yacmoma yccnedoaadul KoH-
MPONkHEIE MEMepUanos.,

4.2.15 BwiuHcneHWe peaynbTaToB WCCNeOoBaHuA
Dormsed BuiTs 05LACHEH MaTEMaTHYECKAR NoOx0d, HCNONEIDBAHHLIA GNA BLHWCNEHKA PEayNeTaTa 1e-
CNeaoBanHina.

I pAMBMABHWE— I PHMED BRYACTBHAT MOMET NOMOME MONBI0OBATENED NOHATE cnocod pECMETE

4.2.16 MuTepnpeTauda peaynNLTaToB

DorisHit GblTe 3a0aHel KpUTeRHd NOOTESDKOEHHA MKW OTENOHEHWA peayneTaTa QHarHoCTHHeCKoro We-
CeaoEanKa in wiiro, a TAKKKE QoNONHHUTENEHLIE MCCNEQ0EaHKE, TPEDYICWKWECR B CNyYae, BCNKY NoNyyYeH Heo-
Dbl4HEE pe3y NETAT.

flpumep — Tpefogsanue NOAMOPYTTE WCCASD0EIHUS, BCAY MEDEOHAYANBHEIL DEIYTLMAM REARBMCR CO-
MHUTTEEHEIM.

Ecni MeToaxia CcnedoBaHdA NnpegHaIHaqeHa AndA NonyHe KA NonowUTENsHBEX HIA OTPULaTENbHBIX
pPEAVNETATOR, AONMHE BRETE Y8TES ONPeaenaHsl KPETEDHA ONA NONOKETENEHBX W OTPHLATENEHBIX peaysTa-
TOE © 330aHHEMA NOTPAHAYHbIMA 3HIHSHHAMA (OTCEYHEMA TOYKaMK].

HonsHo BulTe OOLACHEHD QHArHOCTHHECKDE AHAYEHHE NONYYEHHDTD PEIyNeTaTa MCCNeJoBaHnA.

Apusep — WRropMayun o KOHYEHMPEWUL UMW YHE DeaEMUEH0E0 MmpuncuHs (HPT) & neysom NAMHES KO0-
au Gomes G0 Aeiun 9o B0 He/MAa, nonyyedHan y doHOWEHHOE0 HOs0p0MdeHHOE0 NDU HEOHAMABNEHOM CROLUHUHES,
caudemanacimayem o Mo2DaHyYHoM CocmoRHuY, omee 80 HeMn — o nodo3pequld HE MyRoaucyudes.

4.2.17 DYHKUHOHANBHLIE XAPAKTEPHCTHKH

4 2171 AHanuTH4eckde yHKLH0HANBHBIE XapaKkTeprucTHER

DorsHe: BbiTh ONWCEHS AHANKTHRHYECKHE DYHELHOHANBHLIE XAPAKTEPHCTUEN, OTHOCAWWECH K Npeanona-
rasmomMy NpuMaHeHn. T, [5, npunoseHse A,

Mpusep — AR memoduy KONUSECMEEHHEIX UIMBDEHUGE: Npeden UIMBDEHUR, SHAMUMUYECKAR CITay g -

HOCHE [GKNKYAR UHMED ey pyre W Ue S8LYaCM §a), NPSEUNLHOCTTE WAL NDeYUIFoHHOEME (TOAM oPABMOCH L,
NPeMERYMOYHER NPeLUIU0HHOCHE, B0cApoUigoduMocme).

M pPAMEYSAHHS— PYHELAOHINBHEE XADAKTERMCTHEN MOTYT BeTe SaHe B CpagHedii C ME0AUMHCHAM BIOENH-
en ONA QUarHOCTHES i1 WD, NPSACTAENEHHE M S8 DelHEE. MoHeT GeliTe NOMEIHEM rpedAYeckee NpeqCTEENSHHEE CTATHE-
THEW DarpeCCHd W KEOppenagMi.

4 217.2 ViHTepean HamepeHna

ONA KONUUECTAEEHHBE METOOMK MCCNEA0BaHMA OOMEsH GMTe NPUBEIRH WHTENRAN KOHUEHTOSWME, B
NPeoenax KoToporo MyHKLMOHANEHEE X8DaKTEDHCTHEA DEAMEHTA ONA QUarHOCTHEK i vilro RENAKTCA Banua-
HEAMM,

RNpusiep — Om 5 do 500 MWonbI.

4.2.18 Buonorvyeckne pedepeHTHEE HHTEPBANLI

NnA KoNUYEecTBEHHED METODME WCCNEA0BAHWA OOMEHE BelTe NpMBEqEHL GMonorwdeckie pedepam-
THLEE WHTEDEANSE! C ONWCaHWEM PedepeHTHOR NoONYNALMK, YESIaHKWeM YHCna CyDRerkToR W COOTEETCTRY KILLIWX
HCTCHHHEDE NATERaTY P,

EOMHMLE, B KOTODbIX BRpaseH pedapeHTHEIA MHTEDEEN, ACNKHE COOTEETCTREORATL EOMHWLAM, B KOTO-
PhiY BRpaMEHb PE3YNETATE HIMEDEHHA.

MpAare«sas e — HopopMmauns, OTHOCA L YIOCA K ONACAHW I BEonoriiecky pehepeHTHE X HHTERBANOR, TW. B
19, 14, 15 18} MoryT BT NPMESAEHE COOTEETCTEYHWME JHEYSHAA MEQRUMHCERE PELEsrA.

4.2.19 OrpaHM4eHnA METOOMKW MCCNeqoBaHHUA

DomscHi OplTe oNHcasHsl NOSRE ONpEHRHEHUA METOOWEN MCCNEO0oRaHWA, BEMOYAR MHOPMaLMID, OTHO-
CAWYIOCE K CNeayiowKm acnerTanm:

3) WIBECTHBIE KNWHAYECKK BNKaske HETepdeprpyIolwLMe BeLeCTRA;

B) WCcnegoBaHWe HECOOTRETCTRYCWME TpeboRakwam 0DpasuoR W BOIMOMHLIE NMOCMNESCTEMA aToro,
BCNH WIBECTHLI,
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B) fakTopel ¥ 0ECTOATENLCTEA, KOTOPEE MOMYT BNAATE HA DEIYNETAT, BMECTE © MEDAMM NPESOCTODOH:
HOCTI, KOTOPRIE NO3B0NAT NRegOTENaTHTE NOMNYYEHWE HEBEPHOMD PeaynLTaTa;

1 BOIMOHMHOCTE NEPEHOCA MEXGyY Npobamy, Korga aTo GonyCTHMS.

Meumensior Tpebosanua TOCT P MCC 14971 otHocHTENEHS WHGOPMaLWA No Ge3aonacHocTy.

4.2.20 Bubnuorpapuieckde CobINKH

LonsHil GeiTe NPUBENEHE! COBINEM Ha NUTEPATYDHBIE IMCTOYHMKMN.

4.3 Obwue TpeboBaHWA K NOCTABKE HAGOPOE peareHToB

KoHEpETHEIE BAOLI 3aKyNagmMblx HaBopos pEareHTOs JABWCAT 0T BOIMOMHOCTIA MK aJanTaudi K coaTee-
TCTBYHOWKM NpubopaM 1 0BopyGoBaHAID ANA WMMYHONIOODECUBHTHOINS WK QnopecyeHTHOMD aHannaa.
Kamakii Brg Habopob 3akyNaeTch OTASNEHBIM FIOTOM.

4.3.1 Cpok rogHoCTH

CpoK rogHoOCTH HaGopoe — HE meHes 10 MeCALESs © 08Tk NPOWIBCOCTEA M HE MeHEEe § MECALEE C JaTkl
nocTaskk. CpoK rogHocTd gonkes OeiTe ykaiasn Ha ynakoske Habopa.

4.3.2 YonoeuAa XpaHeHua

Habopsl pearcHTOR A0MHb XPAHWTECA B JALMIMEHHOM OT BAEMK MeCTe NpW TesMnepaType
+2 °C...+8 °C.

MNp#r HEOSESOWMOCTH B MHCTRYELKIA O0M#HE ObTE yE333HE 0C00Re TReBoBa KA K YCNOBHAM KpaHEHMA
OTOENEHEX KOMIOHEHTOR HABOPOB.

4.3.3 YocnogwAa TpaHcnopTApoRaHMA HaGopa

Temnepatypa oHpyYHaKWed cpetsl NpW TRaMCNopTMpoBke +2 °C . +8 *C. JonyckaeTcA TpaqCcnopTHRo-
BAHHE N TeMnepaType a0 +25 °C 8 Teserde 00 3=k cyTok. [Npr HeobXo0uMocTd B MHCTRYELMK O0MHHE GHTE
YEasaHe 0CobbiE TPEGoEAHWA K TDAEHCIORTHRO8AHKID OTGENbHEIX KOMMIOHEHTOR HABOPOE.

4.3.4 ConpoBoMTEnkEHaA OOKYMEHTALWA NPpH NocTaexke HaBopos

Hafopu peareHTos JonHke BeiTe pAIpewetsl K NEMMEHEHID Ha TEPDMTOPRMH Pocciackon Pegepaum
B YCTAHCEMEHHSM NOPRAKE ¥ OONMHL HMETE.

a) CEaJeHAA O PEMMCTPaUMoHHOM YOOCTOBENEHHH, BblZaHHTM WIrOTOEHTENID B YCTAHOENEHHOM NopAL-
KE YHONHOMOHEHHEM PelepantHbiy OpraHoM WCNoNHATENLHOR BNacTk PO & chepe 30papooxpaHEH A,

O} MHCTPYHELKID MO NPHMEHEHWIO MW DYKOROGCTES No JECNNYaTaUuHK MESWUKHHCEOND H3JenKWA AnA no-
MEICEATENA.

Bog BullUSyEaIaHHEe JOKYMEHTEl GON¥HE BbiTs NE8OcTABNeHE HA DYCCKOM S3BIKE.

4341 TpebosaHus K MHCTRYRLMK K Habopy pearesToR

MHCTRYRUMA K Habopy pearesToR 4oNHHE BkiTe NPEACCTABNEHA MArOTOBMTENEM Ha PYCCHOM Aakma. Ci.
n. 4.2 HacToAwers cTaugapTa, [6.0azgen 7).

DOoobos BHUMAHKE OONAHD GeiTh ¥OENeHs MEpamM NpegocTopORHOCTH,

4.3.4.2 TpebopaHda K CEpTROWEATY KOHTRONA KaYecTea

CepTUdHkaT KONTPONA Ka4ecTea JonNHeH NpeJcTaBNATE CoDOR OoRYMEHT Ha PYCCKOM A3LIKE, KOTODLIA
NpEgOCTAENASTCA NONEI0BATENI0 HITOTOBUTENEM BMECTE & HatopamMd peareHToR KOHKPETHOMD NoTa. B cepTH-
DMKATE KOWTPONA KAYECTER ACNKHO DblTs YEA3AHO,

= HAKWMEHOBAHWE MIroToBRMTENA Halopa pearenToE;

- HoMep Habopa No kaTanory;

- HOMEP NapTHH (HOMER naTal,

- COCTaE Hatopa (KOMNOHEHTRI);

- HOMEP NOTa KawDoro peareHTa (KosMnoHedTa Hadopa),

- 0ata WCTeYeHHa COoKa XpaHeHWdA Habopa;

= KANWBpaTopsl, KOHLEHTPALWA aHanKTa B KPOEW B kaxgom kanvbpartope B eguemyax CH;

= ROHTPOMNbHSIA MATEPWADN B HODMAaNEHOM SUANAI0HE KOHLEHT DAL,

- DEIYNETATE ATTECTALMM KOHLEBHTDALKK aHANMTA B EOHTPONEHCM MaTEDHANe ¢ 8re HOPMAansHoW KokH-
UEHTRAUKERA (CPeOHAR apHUaETHYECKAA W QONYCTHMBIE OTKNOHEHHMA 0T CREdHER apudMETHHECKOR);

- ROHTROMNbHLIA MATERWAN B NaToNOrMHEckoM QUanasoHs KoHLeHTDaumH,

- DEIYNLTATE ATTECTALWW ROHUEHTDALWM 3HANKTS B ROHTEONSHOM MaTepHansa © NaTonorHyeckom KokH-
UeHTpaduen (cpaaHaA aprdsieTHYECKaR H QONYCTAMEIE STENOHEHKWA 0T CpaaHel apidMeTHYaCKDN);

= PAKTOP KOHESDCHH 8auHKy, Hanpumep, W3 Mr 100 Ma 8 MEMONe N {(E0300HLKeHT NepacdeTa),

= METOE aManuaa,

- MEDHI NPELOCTOPOMHOCTH Npk paboTe ¢ KankbpaTopami M KOHTPONBHEMK MaTepranasin, noareep-
WOEHAE TOMND, 4TO WANOTORMTENL TAPAHTHDYET OTCYTCTEME B KPOBK, HCNONBEI0BaHHOW ANA NPUMOTOBMNEMHA Ka-

]
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NAGPaTopoE W KONTPOMNbLHBY MATEDWHANOE, aHTHrela aupyca renatuta B, auTuTen k BMpycy renatura C, a
Tak#e aHTWTEN K BHMpycam BHY 1 + 2;

- gaTta aHankaa.

CepTA@HEaT KORTPONA Ka4ecTea Jonxesd OeTe NogGTEEpHgEH (JaBEDEH) CNeLHaANKCTOM KIroTo-
BATEMA.

4.3.5 Hanwuyue cepBACHON cny®bbl ana obcny HHBAHKA PErHOoHa, ONA KOTOPOro IakynakTcA Has
GopLl peareHToR

Mp 3akynkax HaBopoR pEAreHToR A0S OeiTe 0BECNEYEHD HANKYKWE CEPRHCHOH chyXBel OnA oGony-
HWHBIHWA PETWOHA, GNA KOTOPOTD JAEYNAI0TCH HADOPLE! pEareHToR, MoCTABWWE WKW NPOWIBSOMTENE Habopos
Jomeed cO00WWMTE HaWMedoBaHke, agpec, Tenadon/dake, ANeKTPOHHBIA A0pec Opradd3adWd CepBKucHoR
Cy Bl

5 TexHMYECKWEe XapaKTePHUCTHKKM PAcXOAHbLIX MaTEPHanoE ANA AWArHOCTHKM
in vitro anA ¢NwopecUeHTHOro U MMMYHOMNHOPECLUEHTHONO AHANW3A «CYXOro
NATHa» KPOBW HOBOPOXAEHHOTO

5.1 TexHWuyecKMe XapaKTepUCTHKKM TecT-Bnavkon AnNA NONYYEHKA «CyYyX0ro NATHAY KaNWNNAPHOMH
KPOBW HOBOPOXOEHHOrD

5.1.1 BrewHWd Bua TecT-GnaHKa

TecT-Gnaqk Jonwed NPeacTasnaTe cobol KapTy © TeKCTOM WHCTPYELMA NO BIATWI KPOEW Ha pyCoromM
AZLIKE, NYHETAMA OM8 BHECEHNA WaPUEDBoA DYSKOR MHDOPMaLWA O HOBOPDEOEHHOM W YETEHPEMA MKW NETED
KPYIEEMH, HAN2YATAHHLIMA C 00HOA CTODCHE (KNK ¢ ODEME CTOROM) NYHKTHRHOA MK TO484H0H NMHWeR, OnA
HAHBCEHWA KPOBK. TECT-SNaMKkd JoMKHE GeTe HAITOTORNEHE M3 dunsTpoaansHol Symane Tana Whatman 203
WA AHANOTMHHON NO CEOWM CEOMCTEEM.

MpuMesasids

1 Monock peneTpoRENsHOA SYMare ¢ aCyXeMU NATHAMMK KpoBE ¢ sandfpartopaMy gna nocTposHWa kanubpo-
BOMHOH KPWEOA W KOHTRONEHSIMA METEPHANEMY NOCTABNAKRTCA B HAGODaX PEATEHTOR ONA MAMEQEHEA COOTESTCTEYH-
W HX EHANWTOE, #3TOTEENMBAKTOA W3 TOA e QuneTpoEaneHo® Gymars, 470 o TecT-DNEHKM GNA B3ATER KQOEM ¥
HOBOPOHABHHE K.

2 Nebeie xeMyqecane CPEACTEE, HOTOREE ACNONEIVIRTCA ANA HENEYSTEHNA KPYEEOE, WHOTRYELMM N0 HAHECEHHD
HPOEH HA HHX WM NYHETOE MHEODMAYHH & HOB0P0EIE HHOM, HE QONHHE WHTERDEeDMPoEaTh B AHANWTHYECHOM NpOLECce
[10].

5.1.2 CrampgapTHzauss puNLTPoBaANLHOW Gymark ana Tecr-Bnaxkos
PuneTposansHasa Bymara gna TecT-0nakkos AonwHa BuiTe CTAHOapTHIoRaHA N TONLMHE, NNOTHOCTH,
pH, copepmaH e 300k,

Mpumesadne— WAQODMBLWR O TEXHHHECKHE XEREKTEPUCTAESE PUNeTPpoEANsHoA Symarn Gna TecT-GnaHkne
SonHed BeTe NPEOCTAENSHS MAMOTORMTENEM N0 3ANPOCY NoN=30eaTend. [4], (10, MNpunoxedsn C w D).

5.1.3 Bpema abcopburM KpoBK Ha PUNLTRPOBANLHOWA Oy Mare

Lna nATex, KoTopee ODpaayioTCA NpK Hadeced s 100 sin Kpoer [C rematokprTom 55 L 1 %), spema ab-
copBUMK KpOBW JONKHO BhiTe B cpeqress 12 C, auanaaos 5—30 ¢ [10].

5.1.4 Oramerp NATHa KPOBM M CPpEOHKA 00LEM CHIBODOTEH B AWCKe AMaMeTpos 3,2 MM

Ouanetp natHa 100 MEN HaHECEHHOW KpoBd (rematorpdT 55 L 1%5) ponsed Beite He meHee 16
(15—17 pmma}. CpegHUA 0Bwam CHBOPOTEA OMN8 OMCKA AHaMETEOM 3.2 M BRBHTOMD W3 NATHA KMa 100 Men kpopK
C WHTAETHRIMA IPUTPOLUMTAMKE W FEMaTORpWTOM 55 %, gomeed Beimh (1,594 4 0,17} Min Ha QWUCK WK
(1,3 £ 0,19} sarn 12 100 pMKN retdonHIdpoBaHHoR KposiA [10].

I pPAMBMABRHAE— [frameTp Hackeois NPCNETIHH000 EROERKD KDYHES [NRTHE £pOBW) HA TECT-BNEHLE @ QUaMaTD
BlHAEEMOrD W3 HEMD SUCKA ANR AHANKZE JoNHHR B6ITe YEBEIOHE WIFOTOEHTENEM B HECTDYEGHA K HE Iﬁ-;:-p ¥ pEaranTog. |-||:I'H-
WIMEHEHNE WIrOTOBEUTENERM Habo paE peArgHTOE TEXHWYBCEMESX aPAKTEDHCTHE TecT-HmaHkoE 0onHHe Dol Te ObecneseHmw
FApaHTHW COXQAHEHHA PYHELUOHENESEE @ MATRPONOrMYSCKAE CBORCTE WIMSDEHNA AHANKWTE, KOTODRIE QONWHE: feiTe He
EyEE YOTAHOGENEHHEIX HACTORALUMM CTAHOIAPTOM.

3.1.5 ¥cocnoBWA XxpaHeHiA

ApAHEHWE HEBCKDGITOW vIAKOBKM NpK Temnepatype +8 "C._ +25 °C.
5.1.6 Cpok rogHocTK

CpoE MOgHOCTA HE Mekes 2 NeT C JaTel NPoWagngCTea.

Pa3spaboTka anekTpoHHOWM Bepcun - nopTan GostExpert.ru 13/28
CTpaHuua gokymeHTa - https://GostExpert.ru/gost/gost-55992.2-2014



https://gostexpert.ru?utm_source=pdf&utm_medium=49387
https://gostexpert.ru/gost/gost-55992.2-2014?utm_source=pdf&utm_medium=49387&utm_term=page

rocT P 55992.2—2014

51.7 WHdopMaumMa HAroToBATENA Ha TecT-0nadKe

Ha TecT-&nadke JomkHsl BeTh YEA1aHeE HAUMEHOEIHKE HWATOTORATENS (NOCTARLWMES ), B0 MECTOHAXON-
OgHKe, anpec, TenedoH, HAMEHOBAHKE NPOAYELWK, HOMED MADTHH, HOMED GNaHKa, YCNOBHA XPDAHEHWA, CHOK
FOAMCCTH C Jathl NQOMIBOOCTES, WHPOPMALKA HE DYCCKOM S3RIKE O CNOCODe HAHSCEHWA KDOBM Ha KDY
TECT-DNaHKa ¥ Mepax NpedocToORoKHOCTH.

ITp i &l

1 flonyqerdHEle NAMAE KEGaY BLICYIEaarmm Ha ao3dyxe @ meverHue 2—3 4 & 20pUI0HT ANEHOM MOT0MEH UL
MpU MoMHEMHOO MmeMpepamype [(+18 “C... #25 “C), u3Besad MONSJAHUR CONHEYHBIX MY e,

2 DBpaaysl KpOSU, HAHOCUMEE HE hunsmpoBansHy Symasy, He donwasl codepwame 30TA so ualiewma-
HUe UCKENEHUA DEIYALMAMOE SHAMKETE.

NMpumevwadwe— Cnocoll e3ATHR ofpRIUCE KpOBW M3 MATKA HOBOPOMOAEHHOND W HEHECEHHA KANNY CPOBEM HA
Kook TecT-Bnaska onnaad [10, 17].

51.8 WhdropmauMa & HOBOPOMASHHOM Ha TecT-Bnanke

Ha Tect-Gnadke AonsHo DeTe MECTO GNA YRAIAHWA:

- HAMMEHROBAHWE YUPEHIEHWA INLARO0KLAHEHMA, B KOTODOM NPOH3EENEHD BIATHE oDpaILoR KpOBK
HOBODOHASHHOMD pebauka,

- O martepu pebenna;

- agpec BebbITHA MaTepy pebaHka;

= Tenedod Marep pebeHka;

= AQPECc NPOHKEaHKMA pedelKa;

- NOPAZKOBBIA HOMED TECT-GNaKKka ¢ 0DpA3L0sM KDoA,

= Non pebeHKa [HEHCKA, MYyRCKOR)

- Oara poaoe,

- HOMED MCTOPMA DOOoB;

- MACCA NPW POMOSHKW, TREMM;

= cocToAHWe pededra (agopoa/GoneHd — gdardos};

- [naTta RIATMA obDpajausa KpoRw;

= OOHOWEHH B A HEOOHOLLEHHBIR/CPOK MECTAUMK, HELEN:,

- ramMUnuA, WA, CTHECTEO NMUA, OCYILECTRNABWETD BAATHE KposK [17].

52 YcrpodcTEa OANA BIATHA KANWANAPHOW KPOBM W3 NATEW HOBODOMOSHHOMD paboHKa

Ona nony4esna GQOCTaToqHoTD KONMMYeCcTEa KpoBK GNA NPOKONa NATHM HA3 82 NNaHTAEHoN NoBEpEHOCTH
CNEAYET MCNOMNLI0BATE CTERMNbHLIE CRapMdMEATOPE 0AMOPA30B0M0 NONLICBaNKE, MO0 YCTRORCTRS ANS Hag-
PE33 KoM MATHM HOBOPOXQEHHOD,

MMyBrHa NpoKoNa He JoMeHs NDEELILETE 2 MM B0 HITEMaAHWE NOBPERLEHHWA KOCTH HOBODOMOEHHOTD.
YCTROWCTRO ANA HAOPEIa KoMK MATEW HORODOHASHHOMD NOIB0NAET NONYYHTE JOCTATONHOE KONHYSCTED KPOEK
Nps CTAHOZPTHI0BAHHOM Ra3PEIe ryGHHoR 1 s 1 QNMHcR 2.5 s [10], [17].

5.3 TexHr4YecEHE W DYHELHOHANBHbIE XAPAKTEPHETHEM HaGopoR peareHToR ANA HaMepeHHA
AHANWTOR METEOOM (PRIOPECUEHTHOrD H MMMYHOGNIDOPECUEHTHOTD AHANKIA «CYXOTo AATHAR
KPOBA HOBOPOXOEHHOrD ONA AWATHOCTHRN in vilro

MpHeegeHybe TReboBaHWA € XapakTepUcTHaM Habopos PEAneHTOR ABMNAKTCA MAHKMANLHO JOMyCTH-
MM, Habopel peareHTos paanyyHeEy WArOTOBWTENSH, NPEaHAIHAYEHHEE ONA HIMEDEHWA aHANKTORE NDH He-
OHATANBMOM CHPWHHHIE B oCYX0M NATHER KPOBKW C WCNONBIOBAHWEM OPYTHX METOZWE, OC/DEHEl WMETE
DYHELWOHANSHEE AHANATHYSCEWE XADAKTERNCTHRR HE XyHe YCTAHOBNEHHEBIY HACTOALW MM CTaHOapToM.

5.3.1 Hatop peareHToB ANA MIMEPEHWA KOHUEHTPAUWM (DeHHMNaANaHWHA B wCyXHX NATHAX®
KPOBH HOBOPROMOEHHBIX MOTOOOM INKOPECUEHTHOrO aHanuia fn vilfo NpKd HeoOHATANLHOM CKpPKH-
HHHIE

3.3.1.1 MNpeaHazdaderHoe NpAMererne Habopa

Hafiop pearedToB NpegHaIdades 008 MAMEDEHNA KOHUEHTRAUMK (heHMNanadHa MeToaom QIKopec-
LEHTHOM aHand3a in vilro #a nioopoMeTpe MNaH WeTHoTS TUNAa [asanyiatope QRoopomMeTprdeckom} B ofb-
pailax KponY HORDPOMOASHHEX B BMOE « CYXNE MATEM: KDOBM 43 TECT-Anaukax M3 unsTpoaansHoR Gymard
Mpi MACCOBOM CEDHHMHIE C UENkK BLIARNEHRR HOBODOWASHHEX C DEHHNKETOHYRHERN W KOHTDONA COCTOAHMA
BEIABMNEHHbIX GOk HEE.

10
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5.3.1.2 MNpyHynn MeToga

Onpegensqie OCHOBaHG HA PRI0ODECUaHUHK KoMNNekca PeHUNanaiMHa B peaklbl © HHHMODHHOM.
Peakuwna younyiBaeTcs JHnentugoM L-neduun-L-anadyiHom B NpucyTeTeMY Bydepa. Meg el pearaHT Hononb-
WWETCA ONA JanbHeAWers younesua nyopecUaHLKN.

5.3.1.3 CnekTpansHo-MoMUHECUSHTHEIE XapaKTEDHCTHER

Makcusys fINyopecleHLliKg Ha GNyiHe BonHe 485 HM NpY BoAGyMOEHHA HA ANKHE BonHbl 380 4M. B aa-
BHCHMOCTI OT TWMA MAAHWETa W THRS EN0opoMETEA HIMEDEHHE DNI0ODECLE HUMH SONKHO NPOXIB0IWTECA B
JranaszoHe anidd sons oT 440 oo 620 WM npy eoabysaesnd ot 330 HM go 230 Hea.

MHTEHCHBHOCTE NKOPECUSHLMA NPONOPUNOHANEHA KONWYBCTRY aHWnanasMHa 8 npobe.

MpuamMesasde— Tan npubiopa @ THN NNAKWATA J0N¥HE! BRTE YEE3AHE WITOTOB TENEM B WHCTRYEL WM & HEGD-
Oy pEAreHTOR.

2.3.1.4 NMepaddHbie obpaiys ANA aHanyaa

HenocpeAcTREHHOE ONPEOENeHHE NEoBOOKTCA B OWMCKaX OUAMETROM 3.2 MM, KOTOD®IE BelDWBRIOTCA ©
MOMOLWBID CRSUWANEMOND YCTPOWCTEA (MHCTPYMEHTA ANA BoLifWBanvA OWMcHoE, NpobodHMKa, cw. n. 4.4,
M3CT P 55992 .1) Ma «CyxXdE NATEH KEOBKW HOBODOMIEHHEIX Ha TecT-Dnanxax uneTRoBansH0A DyMand Mapkn
Whatman 203 |unu aHanorinyHol o CEOMM CRORCTRRM.

5.3.1.5 Honu4ecTES ONpEqetsHniE

CorH Hatop oonseHd BalTe DACCHUTaN HE MEHES Yer Ha 960 onpegene K.

5.3.1.6 KomnowenTs Habopa

B coctae HaGopa JonKHE: BXOOHTE.

- kanubpatopbl (HE MeHes G YyDOBHEW) C ATTeCTORAHHOW KOMUBHTRauwer dewunanadwHa ot O oo
1240 meponsn, NPegHaIHa4eH 6l ANA NeCTRoEHWA KanknBpopoHHoR spyeod, JonkHe colepsaTecs B 3akpal-
TOM NIACTHEOBOM KOHBEPTE C BRAMSNOMOTATENRSM H NPEICTARNATE Cob0R BoICYLEHHEE NATHA KDOBK Ha Di-
NETPOBANEHOR Gymare TOR #e MapKd, Ha KOTOPOW BRINOMAHANTCR WCCNEOOBAHHE wCyxXWX NATEH: KROBK
HOBDPOXZEHHbIX. Monvas kanHbpoROYHAA KDHEAA O0NKHA GRiTE NOCTROEHA ONA KAXAOIS NNAHLWEeTa.

MprimMeasasMan

1 3HSYUSHWA HOSUEHTRALUM MEHSMNANa+HHHa B KanWbpaTopax, KON@YecTan LanBpaTopoE, Cpos MOOQHOCTH W Yono-
BHA XpAHEHHA JOMNHHE ObiTh yHA3AHL B @HCTRyEUME & HESopy. ToOMHEE 3484 BHNA KOHUSHTPAEL WG BESWNANEHWHA I3BWCAT
or nota Hallopa peakTiaos, Copd KANWERATORE, ¥ QoNKskL BETh YHATEHKE B KOHTPONEHOM C2pTHMKATE — CopTAhHKITS
LAYECTES, NPUNEraSMOm k HEAOPY. W HE BTHKETEAX & kasaoumy HEnupaTopy.

2 WaroToRWTENE QONHEH NPELCTAEHTE MHEOPMAELHID O METOA A% BTTECTALME IHAYSHAR B KaNHBPOED HEIX MATEDU-
ANax, & TAKHE GAHHEE 0 NPOCNEAHBIEMOCT M 3HAYEHWA pPeayNaTATOE WIMSPEH M B KANWBPOBOYHE X MATEPUMANAX. 3TE WH-
dopMaunp AonxHa Gs1Th YHAIEHE B WHCTPYSUWY & Haliopy peareHToR:

= KOHTRONbHEE MaTeprans, JonsHo DeiTe HE MEHEE 2<X KOHTROMNBHEIX COpAIU0E (HE MEHEE 3-X NATEH
ONA KAXO0H KOHUEHTRAUMK) C KOHUEHTRaUHER derunanaddia B 0GnNacTi HODMANLHLIX W NOBLLLEHHBLIX KOM=
LUEHTRALWA. KoHTRONBHEE MATEDAANSEl KARO0R KOHUEHTRAUMH A0NKHEl CONSD¥ATECH B IAKDEITOM NNACTHED-
BOM KEQHBEDTE C BNATONOINOTUTENEM M NPELCTARNATE COD0A BRICYIUEHHEE NATHA KDOBK Ha duNeT poBaneHoi
GymMare TOW Me Mapki, Ha KOTOPOR BLINONHAIOTCA WCCMEN0BAHKA HCYXKKK NATEH KPOBM HOBDPOHIEHHBLIK.

MpuumesasMa

1 3HAYEHHA KOHUEHTDALW M MEHHNENEHNHE B « CyEMX TRATHA X LOHTDONEHEIY MATERHANOR NPEEANEHOCTH, OMNM48L-
TED KOHTRONBHEY MATEPHANGE, CPOK NOAHOCTE W YCAOSNMA W XPAHEHWE J0NEHE BETs YEA33HE B MHCTRYEUMM K Hadopy.
ToMEEE 3HIHEHMA KOHLEHTPALUMY PEHMNAaNaH#HE B KOHTPONEHBIX MATEPUENAY JoNsHE ObiTh YE333HEl B KOHTPOABHOM
CEONTHMUEATE [CERDTHRREATE KAYECTRE], NPUNErasMom K nadiopy pEAKTHEO0B, W HA 3THKETEAX HA KOHTPONEHEX MATEpRANES.

2 MHEmopMagMA O MeTOOEY ATTSCTALMM 3HAMEHHA KOHYEHTRAUWM PeHANENAHWHE B KOHTRONbHEY MATEpRanax
Son#=a BeTe NPESCTEANSHA B MHCTPYEU®H K #850py CEAKTHMEOR WK B NECNOPTS K KOHTDRONBHEM MATESp@anan.

3 Mu@opMagHe 0 NPOCASXHBIEMOCTH IHAMEHHA PESYNETATOS HIMEDEHHA KOHGEHTPAUN PEHANENAHWHE B KanWb-
POBONHBIA @ KOHTRONBHE X MEBTERHENAR NPAEMNEHOCTH QON#HE S6iTe NPEOCTABNEHA 8 MHCTPYRURNW K Habopy peasTREOE.
Cwu.n. 4.2.5 HECTORWETD STAHSAPTE.

4 PeoMesdyeTCA YHacTHe nafopaTopMt 8 NPOrpaMMEas BHEWHEE OUEHEW KA4BCTEA PEIyNeTATOR ONpedsneHuR
GEHMNANEHNHE B 4CYXHY NATHAYS KPOEMW NPY HEOHBETANLH0M CHOWHWHTE;

= pPEAKTHE ANA BbiENEHHA [KCTPAEUMI CEHUNANAHKEA) M3 UENLHOH KPORA (3TAHON, UMHE-CYNBDaTHER
W QPYToH peasTHE, BChnW 3To BOnyCcTHMO],
- PEAMEHT C HWHMAOPWHOM;

- GyihepHelld pacTeop, pH 5.5;
1"

Pa3paboTka anekTpoHHON Bepcumn - nopTan GostExpert.ru 15/28
CTpaHuua gokymeHTa - https://GostExpert.ru/gost/gost-55992.2-2014



https://gostexpert.ru?utm_source=pdf&utm_medium=49387
https://gostexpert.ru/gost/gost-55992.2-2014?utm_source=pdf&utm_medium=49387&utm_term=page

rocT P 55992.2—2014

- L-nenudn-L-ana’nH Nopowok Wnig pacteop & Bydepe,

= MEeJHLIA pearsHT,

= MUEPONNAHWETE Ha 96 NYHOK KAWOLIA, C NNOCKKMM JHOM, G BEnsiMy WNd NPOIpaYHBEIMKE CTEHESMA — B
JABMCHMMOCTH 0T THNA NAZHWETHONS CAROPOMETDA, K3K YKAIaHD MAroTOBMTENEM,

- MHCTPYEUMA ¥ vabopy peareHTos.

5.3.1.7 AHanuTHHecKhe XapaKT epHcTHKR

a) NpeudatoHHOCTE peayNeTATOR

Mononbaya KoHTPONBHEES MaTEPHAaNL M3 HAahopa WAroTORKMTENS, CNEOYET BnNCNHATE GEOAHBIE HIMaDe-
HHA KE3MI0M0 KOHTROMNEHOND MATEpHaNa B KEH G0N CepHn HaMepeHRiA.

MoryT BeiTh MCHONLICBAHE KOHTRONEHEBIE MATERMANLI GPYTAX MAMOTODHTENER C aTTECTOBaHHBIMIA IHAYE-
HAAMA KOHUBHTEALWA QeHMNanaqiia B «CYXHE NATHEX KDoBW DNICOpecUSHTHEIM METogoM. TlonyYeHHbE
IHAYEHHR KOHUEHTPAUWK PEHHNAN2HWHA B W3MEDEHHOM KOHTPONEHOM MaTEepWans JoMm+He YENadsBaTecH B
ACNYCTHMERE NPEOENE, YCTAHOBNEHHBE MAFOTORMTENEM M YEKAIAHHEE B CROTUgHEATE KOHTRONA KAYSCTRE M
Ha ITHKETKE AN 3TOM0 KOHTRONSHOMS MaTepuana.

NMpuwMmeyaHHER

1 lNpu BseWHeR OLEHKE SBYSCTES PEIYNaTATOE ONA KOHGEHTRAU M QEHMNAN3HWHE B sCYXME NATHEX D KDOEM MOTYT
GhiTa MRAHATH CNSayHUHE GONYCTHMEIE 3HEYWEH WA

- OTHOCHTENBHE W BHYTPMOHEEHOW DAIMAX MEXOY LEYMA HIMEDEHHAMA B 00HDA cepun — He Sonee 15 %,

- GTHOCHTENEHE A MEXQHESHON DEIMEN MERIY OBYMA CEPUAMKA (CPEOHUMME W3 2-2 HAMEepeHHd | — He Gonee 20 %

- CMELLEHME CPRAHEro U3 4-3% Waimepednd (2 ceprd no & MaMepesdA] — B CpedHem He Bonee 18 %

2 Danree @CECE, noNyYeHHEE NPH SHE WHEA DWEHKE KEYMECTEA PEIyYNaTATOE ONEESENEH HA KOHLEHTPALUNS JEHE-
NANAHW®HA B «CYXWE NATHANS KPOEW B CHAUMENHIRPOE3H Y NAGopATOPMAR HEOHATANEHONDY CEPUHWHIA NDW DEWCTE YU SR
CxEME BHEWHEND KOHTRONA A4ECTEA, NPeaocTEENEH: BCEOK.

O} YyBRCTAMTENEHOCTE

MUHUMANLHAR COCTOBEOHD ONPEOENASMaEA KOHUSHTRaUMA QeHMNanaiiHa B «CyxXMy NATHAXY KpoaM
AonNKHE BEITh MEHBLUE WKW DABHE 23 MEMONLT.

8] HMuTepean HamMepeHna

O1 30 go 1240 merons'n.

r] Moporoaoe asaseHne (cut=off)

Pekomerayesos aqadedde 120 momone'n (2 mr/100 i), Noporoeoe atayeHne DekoMesgyeTca yToq-
HHTE M YCTAHOBWTE QNA oBCNeayeMOre KONTHHIEHTS B KEXO0A NabopaTopui.

O Cunaenele peayneTaTkl

B AHCTRyHUWK K HatoDy AOMHs GbiTe NPABE0eHE IHAYEHKA KOHLEHT pPaLKY EHHNanaduEa npd onpe-
OENeHUH B «CYXOM NATHEY KPOBK Y 3G0D0BEY JOHOLWEHHEL M HEO0HOLWEHHBIX HOBSDOKOEHHELX MPH HeoHa-
TANEHOM CEPUHMHIE — padiepeHTHe@ BEMUYMHEL, KOTODLI® BLIDUPAKTCA K3k OPMEHTUDE ON8 OUEHKK W
WHTEpNPETayWy pesyneTaTos. B xaxpoi naBopatopu NpM MCNONbIoBAHMK Halopa pEKOMEHOYETSA YTOY-
HHTE 3TH AHAYEHWA, KOTOPBIE MOMYT HEIHAYMTENBEHO OTNUYATECA B OAHHOM KOHEPETHOM pervoHe_ B mHcToyK-
UHK K HaBopy pearedToR CNeOyeT yeasaTk cnocol yoTaHoBNEHWA MONOHMTENbHBXN PE3YNLTATOR,
COMMHMTENBHOR 30MEl, T.¢. PEAYNBETATOR, KOTODEIE HENBIA CHHTATE HH NONOHMUTENRHBIMA, HA OTDHUATENEHbE-
M. FX cnegyeT NoBTOPHTE KAK MONHD CHODEES, A TRIOKE CNedyeT YEa3aTe, KAk MHTEDNpeTHPOBATE peaynsTa-
Tel HM¥E KanWbpaTopa © HaMMeHblIed KOHUeHTpaAuMed edrnanadvia W Beile kanubpatopa C HaM-
BONBWER BM0 KOHUEHTRaLKEA,

€] MutepdepeHuMa

MemornoGrH 40 KoHuesTpauke 200 1/ He QOIoEeHd BNHATE Ha peayNeTaTk. ¥ NayMeHToR C TPaHIM TopHOHA
W BROMOEHHOE TMNeDTMDOIMHE MKER KOHLEHTRAUWA DeHUNANAKHA B KPOBW MOWET DbiTE NOBBILLENS. BrmKpy-
BuH o 0684 maonen, ackopbviosan wacnoTta 2o 0,17 maonein, Drnoenaa oo 67 MMoneN He DoMNMHE CKa-
ILIBATE BNKAHWE HE PEAYNETATLI.

5.3.2 HaBop peareHToB OnNA HIMEPEHMA KOHUEHTRAUWA FANaKToIL epMeHTATHEHLIM (Ha OCHO-
BE rANAKTOICOKCHOAIHOrS) hICOPOMETDHYECKHMM MATOOAOM B «CYXHMX NATHAX? KPOBH HOBOPOMOEH-
HEBIX MPH HEOHATANLHOM CHPAHMHME

53.3.2.1 lMNpeoHasHayeHHOe NprMaHaHe Hadopa

Habop peareguToR Jon#e Gl Tk NPEOHAIHAYEH GNA MIMEDEHHA CYyMMAPHOR KOHUESHTDALWA ranaKTosk |
ranakToac-1-focharta g obpaiuax KpoBK HOBOPOHMOEHHBIX B BWOE «CYXHX NETEH Ha TecT-Bnadkax PrnsTpo-
BANBHOW DyMar ¢ UENs0 BuABNEHUA HOBOPOHMOEHHED C BRECOKMM YDOBHEM TanakKToIesm NpM HeoHa Ta k-
HCM CEPHHMHTE.
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5.3.2.2 TipWHuWn sMeToga

CeobogHan ranakTosa W3 aCyxoro NATHa» KDOBK M FanakTosa ranaktois- 1-dracdaTta Kpoan, oceobosga-
HILAACA Nod JeRCTEMEM WenoYHoH focdiaTaikl, NOJSERTaANTCA CKHCMEHHID N4 J8HCTBHEM ranakToIookon-
B33kl © 0Gpazoearwend D-ranasTo-rexcagmansiosk: M Negerkcy Bogopoga.

OnpedeneHke OCHOBAHO H2 HAIMEDEHHKY WHTEHCKBHOCTH dmoopecusHumK dnwoopodiopa — guMepa
3-{p-rugporcuche AN JNponNHOHoR0H KMCNoTe (gumep-HPPA), obpaayoweroca na 3-(p-rmgpokcndg e wninponi-
CHOBOW ¥ACTOTE (MOHOMED) B PEAKLMK C MEPEKKCHD BOOOPOAA B NPHUCYTCTBHK NEpOoKCHIa3s!.

r PAMBYEHHAS— Hezasmcsmo oF NEMHULANE PEpMSHTATHEHOMD SNREOSNEHHA TANALToAR H&ﬁ-:lﬂb'. FEArSHTCE
OoN#HE BETe COBMBETEME & SOMINERTOM Elﬁﬂﬂ'y.ﬂﬂEE‘HﬂFl J'IEﬁE-FIET{IF-I-'IH. ONA £0T0DCA OCY L EeCTENASTOR WX 28y NER

5.3.2.3 CnexkTpansHo-NoMAHECLEHTHBIE XaDaKTe PUCTHRR

MamepoHde BHTEHCKHBHOCTI seopecUeHLWA B NNaHWaTax NPOESOMTCA Ha NNaHWETHOM aHanWaaTope
propoMeTpHYeckonM (roopoMeTpe ) MakckMyM DNMHE BOAHE BoaGyaaeHHa B guanasode 320—340 Hm 1
SNHHE BONHE WCMYCKaHRKXA GRIopeCUsHUnA — 403 He.

5.3.24 NepardHbie 0bpaile ANA aHandaa

HenocpeacTeaHHoE ONpedene ke NPosoduTc B AWckay QUaMeTpom 3.2 MM, KOTODRIE BeBHERINTCR o
MOMOLLBI0 CIEUWANLHOND YCTPORCTEa (YCTPoRCTEA ANA BxbuaaniA guckoe, npoboduaka, o, n. 4.4 5558582 1)
W3 HCYRMX MATEH? KPOBA HOBOPOMOEHHLIX Ha TecT-Bnankax munsTposansHon Gymarm sape Whatman 803
Wi ByMark C aHanoriyHEIME CRORCTEaMM.

0.3.2.5 Konu4ecTeo onpeaeneHni

Care vabop gonsen SeTe pACCHHTAN Ha 960 onpegensHng.

2.3.2.6 HomnoweHTe Habopa

B coctae kamgora Habopa gonsHsl BXogWTE:

= KanvipaTops ¢ aTTECTOBAHHEIMK IHEHEHAAMA KOHUGHTPALWA ranakT0dsl; HE MEHee § YPOBHEA KoH-
LEHTRauny. O NpedcTaenAmnT cobol BRCYILEHHEIE NATHA KPOBK Ha PUNLTPOBANEHOR ByMara c aqanony-
HEIMH CBONCTBaMH TOW e MAPKWM, Ha8 KOTOPOW BRINOMNHANTCA WCCNBOoBAHWA H4CYXHX MATEHs KROBK
HOBOPOKOEHHBR (HE MEHEE 3 MATEH KPOBH ONA KAKG0A KOHUEHTPAUMWA) B 3aNeqaTaHHLIX NakeTas ¢ enaronar-
NoTaTenem. KoHUSHTRPaUuWA ranakTolsl B kandBpoeoYkbis npoSax B adanaione oT 0 go 2220 mMemonesn
(0 — 40,0 srf100 mn). KanuEpoeosHan KprBan JonwHa OwiTe NOCTPOEHA ANS KAMO0ro NiaHwWeaTa,

MpuMmesasnsa

1 3HEHEHWA HOHUEHTDALMA TANEKTOIR, ONUYMECTED KANWGRATOROE, CPOK MOOHOCTH W VONOBAA XDAHEHWA LONHHE
HhaiTh YREIAHE 8 WHETRYRUMA K HEBODy. TONARS 3HEYSHEA KOHUSHTREUWHA TENAKTOSE Q0K BRTe yHa3dHEl B XOHTRONE-
HOM CERTHRWEETE (CEPTHRMHATE KAHECTEA), NPENaraeMom £ HaSopy. W HE 3THEETHaX Ha KansBpaTopas.

2 HaroToBWTEnE AONMEH NESOCTAEW Te MHEIOPMBLUMID O METOSER BTTECTELEMM SHEHEHUA KORUEHTRALMM FANAKTO 36 8
HAnMBpoBEO“HEIN MATEPHANAY.

3 Mamepedwa kanniposoyssx ofpasgos JoN=HE NPOEOOMTECA © K3KA0R cepuel ofpaauos naurenTos. Kanubpao-
#04HEIE NPOBk KEMEOA HOHUSHTREUWA H3MEDARTER B AyBnekaras;

- KOHTPOMBHEIE MATEDHANS GOMKHE BKMIOYATS FANAKTOZY HE MEHEE HEM HA 2 YPORHAX KOHLEHTpaLmWi (B
AMANSI0HE HOPMANkHEX M NOBLILIEHHES Jdadeini). Ouy gotaHsl COOSMEaTECE B IAKPEITOM NAACTUKOBOM
KOHBEDTE C BNAronornoTUTENEM 1 NPEOCTAnNATE CO00A BRICYILBHHBIE NATHA KPOBIW Ha hENeTROBANEHOR Gy-
MAME TOM #HE MapkK, Ha KOTOPOH BRINONHAKTCA HCCNES0BAHHA «CyYXHXE NATEHD KPOBKM HOBOPOMOEHHBLIX.

MpuMesasEidsa

1 3HA4EHHA KCHYBHTPEUAW FAN3KTO3L B KOHTPONEHE Y MATEPHANSX NPEEUAEHOCTH, KONYYECTED KOHTRONEHS X M-
TEPWENGE, CROK MOBHOCTH M YCNOEHA APEHEHRA HY O0MHHE B8 Th YRAZAHS B MHCTEYHUM A € 5abopy. TouHBE 34E84EH WA KOH-
WEHTPEUNE TANAKTOIL AONKHE BRTE YEA3IAHEI B KOHTPONEHOM CERTUMUEATE (CEPTHMWEATE KAYSCTER), NPHNAETEEMON
Hatiopy, W HE ATHLETHEX HA KOHTPONEHEE MATEPHANSE.

2 MamepeHdR KOHTRONEHAEY O pa 340E NPOBCORTCR C KAXO0A CEPMEE WaMepeHeA oBpssyoe naysesTos — no 2 of-
PAILE ¢ HEMOOH EOHUEHTRAUMER HA NABHWAT.

3 WaroToORWTENE LOMEEH NPEOCTIBWTE WHMODMALMI & METO0AY ATTECTAUMM IHAMEHWR B LOHTRON:HEIX MATEpMA-
nNax NFEEHAEHOCTH.

i WHEooMaYUR 0 METOOA% BTTECTALNE SHAEHHA KOHUSHTRELWM FANaKTO30 B KOHTPONEHEIE M3TERRANEN NPAEWNE-
HOSTH gonxsa GuTe NPeACTABNEHA B @HCTRYEUMW K Hahopy peareHToe 8 cepTudpHEATE EYSCTEA WNW NACNOPTE K KOH-
TRONEHEIM M3TEpHanam

5 WHdopMayun o TPOCHEMUEASMOCTH SHAMEHHA PRIYNETATOE WIMSPSHHA KOHYEHTRPALWM TANakTosw & anuipo-
204HBIE 0 KOHTPONEHEY METEDHENEX NREEANEHOCTH Q0MKHE BRTE MTPSACTAENEHA B MHCTRYRGMA K 48500y DEEHTHEOE. TR,
n. 4.2.5 sacToRWErD CTaHOapTa.
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& Feio MEHQYSTCOR YHaCTHE Na ﬁtlp-ET-El_ﬂlH:* B NPOrpaMMar BHel=al OUEHKW KA4ECTEE PEEYNETATOR ONDeLenes R E-
NAETo3s 3 oCYEME NATHRK: KpoBd Nps HEOSATANEHSM CERHHAHTS,

< UMHE-CYNbHaTHBIR MMM QRYToR PEAMEHT, BCAM 3TO NDUMEHMMO, ANS AKCTRAKLMM TANaKTOdLE M ranaKkTo-
ao-1-hocdaTa;

= pearedT . cyGoTpatom [2-{pruapokcidie kN INpONHoOHOBO0H KECNOTOR],

- hepMEHTHEIR DEAraHT. peareqT © ranakToaoorcnda3on, NeporcCHIAI0on 1 WenoYHod pocdaraiod;

- Gychep ANS pailnedeHnA peareHToR,!

- pEeareHT gnA OCTAHOBKH PoaKLLKM,

- MHEPONNAHWETE Ha 96 A4Sk,

- MHCTEYEUMA Kk Habopy peareHTon.

3.3.27 AHAnUTHYECKWE XapaKkTEpHCTHEN

a) NpeudavoHHOCTE PEIYNTLTATOR

MononeayA KoHTRONEMBE MATEDWaTNL B HA00pE W3MOTOBMTENA, CNEOYET BhNONHATE AR0AHBLIE WIMEDEHKA
Ka#00ro KOHTRoNEHOMD MatTepsana. MonyT DeTe HCnoNeS0RAHE KOMTRONEHLIE MATEDWANE OPYTAX M3MOTORMTE-
new ¢ aTTECTOBAHHLIMIA JHAHEHHAMW KOHUESHTRALMIA TANANTOML B Oy XX MATHAXN KDOEH (N0 PECLEH THEIM Ma-
TOOOM (KOHTRONEHLIE MATEPHMANk NEEAEUNEHOCTI). TIONYYEHHEE IHAYEHWA KOHUEHTDAUWKA TAanaskTodel B
MAMEDEHHOM KOHTDONEMOM MATEDWANE OOMMHE VENA0REATECA B DONYCTHMBIE NDE0ET , YCTAMOBRNEHHRIZ W3r0-
TORBMTEMEM M YEAIAHHBIE B CepTHMKATE KOHTDOMNA KAYeCTEA M Ha ITUEETHE ANA 3TOM KOKTPOMNLHOTD MATEpMa-
na. OBwan sapyaums BHYTEH NapTH #abopa non#Ha GoiTe HE Bonee 12,7 % Npd EoHueHTpaywMd ot 194 oo
2000 semonedn.

NMpumeuaHua
1 MNpu BHSWHSR CUEHKE ¥BYECTES PA3YNLTAETOR GNA FENSKTOIL NPWHATE CRE0YEIUHE JONYCTAMES JHEUSHHA:
OTHOCHTENEHE A BHYTPWOHEEHOW PAIMAX MEKOY JEYMA BIMEDEHWAMA B OOH0R CEPHA — He Gones 15 4%,

- OTHOCHTERBHE A MEXOHEBHOA DEIMEE Mexay OBYMA CEPUAMH (CPEOHUMK M3 2 BIMepeH i) — He Sonees 24 %

- CAMBLEMMS CPEOHEM0 W3 & WIMEDEHER (2 CapUl No 2 HasMepeHsn | — He Gonee 23 %,

2 TNpyEeosHs QasHse, NONYHSHHES NEA BHEWHSH DYeHKE LBYECTEA PEIYNaTATOE WAMSPSHWA KOHLEHTPALWK TE-
nasTodsl B CRAUWENWIMPoBaHEEN NalopaTopMAX HEOHATANEHOMD CHPWHUHIE B COOTESTOTEMW © JEe@cTEYHWER CXEMOR
BHAWHER DUeHEA Ka4ecTas. MpeaocTaanede RCBOK.

0] YyeCTAMTENBHOCTE

MuHMssaNEHAR GOCTOREPHD ONPEAenNARMaN KOHUEHTDALMS ranarkTodkl B aCyXMX MATHAXY KDOBK J0MEHA
GuiTe we Bones 70 mMesonsn (1,26 wrf100 mn).

B) MHTEpEAN WIMEDEHKMA

He mexes vam 72 0—2220 simons/n (1,3 —300 wcf 100 ).

HaGop pearedTos gonsed obecneydEaTh NMHERHYID 3ABMCHMOCTE Mexdy RoHUueHTRauWed obwed ra-
NAKTO3kB W YPOBHEM DNYOPeCUeHUHK B MHTEPEANE MIMEPEHWA OT 72 MEMON=T o 2220 sskMmonkn.

r] Moporosoe aHadeHne {cut-off)

B MHCTPYELWE oneHD BilTe YHA33HO PEKOMEHIYEMOE 3HaYaHHE cut-off U MeToguEa ero yToYHeHKHa B Na-
GoparopHiM.

4) Oxroaemse peayneTaTs

MoCknNsKY KOHUSHTREL WS TAnarTolkl IBUCAT OT BOIDECTA HOBODOMOEHHLIX, BLEMENKM BEATHA KDOBIA 1 MHD-
FAX ADYMHX YENOBKA, B KAJ0R Nabopartoptd NpK MCNoNe3CEaHWY Hatopa pesoMEHTYETCA YToOHHWTE pediepaH-
THEE IHASEHHA, KOTOPLIE YHIIEIST MIrCTOBWTENE, TAK KaK OHW MONYT HECKONBEG STNHHYATLECA B JaHHOM DErioHe.
MCones3oRaHne METo0a NEPUSHTHNIER NOMYNALWA NOABCNRET PACCHUTATE NOPOTroBCE 3HAYSHIG W CHHIMTE HEnpa-
BHMNEHOCTE PEAYVNIETATOR, KOTOPAR MOXET BOIHHKATE BCNBOcTAME PasNMyKi B kanubpoaKax meToaoe.

a] MurepdepeHuMs

Meokcaa (1200 mrf00 mn), sasscza (=10 ar100 sn), dpyeroaa (25 100 wMn), roTaTtiod
(0,06—&0 sar™00 mn), ackopSuHoean kwcnota (0,1—23 ymrf10d smn), aveToamdroded (0,1—"1 w100 san), re-
MOrMCEUH B KOHLEHTEEUWA 00 @ paeson 250 rn He DoN#HE BNAATE Ha peayneTaThl.

5.3.3 HaGop peareHToR ANA H3IMEPEHHA KOHUEHTDAUKMMK

17-TAGPOKCHNPOFECTENOHE B «CYXHMX MATHIX® KOOBH WMMYyHODMOODECUEHTHEIM METOA0M © BRE-
MEHHEM DAIPELLEHHEM HA OCHODBE NAHTAHMAHOR (EU) METKW ANA BESBNEHAA BPOMABHHOR THNEPNNA3NA Hag-
MOYEYHHEDE ¥ HOBOPOWOBHHBIX NP HESHATANBROM CEDHHRHIE.

5.3.3.1 MNpeaHaHadeHHoe NpAMeHeHke Hatopa

HaGop pearedToa gonses GuITe NpEgHaIHades ONA MaMepes A KoHueHTpaLke 1o -rugpokcunporecte-
poHa B OSQRaIUAXY KPOBKW HOBODOMASHHEX B BIOE cCyXMx NATEM: Ha TECT-0naHkax QUNeTLOBANLHOE ByMard c
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LENLI BERBNEHEA HOBOPOWOEHHEX C BEPORIEHHDHE THNEpRNasiel HagnoYeYH-EcE, KoTopan ARNASTCR NpYin-
HOW DA3BWTHA 3PEHOMEHNTANEHONS CHHapoME. BonenocTede BpowgeHHors aederta fepmenTos 21-rigpok-
cHnaas (noywtk 80 %% ecex cnyvaee) w 1if-rngpokcunase (okono 15 % BCEX CNy4aes) HapyLWaeTca CHHTea
KOPTHAONA, KOTOPREA OCYyWECTBNRETCA NoA WX JeiCTBHREM.

17 -NMAOpoKCHNPorecTepoH AANAETCA NpeSLUBCTREHHMKD M KOPTHICNa 8 BUOCHHTEIE W HaKannWBaaTcA
npW AedynTe DaHMsx hepelToa. HEQOCTATOYHAR NPOSYKLKA KOPTWIONA, Bbl3bBAST NOBHLIGHWE CeRpa-
ure AKTT W anaporeqcs. PaserueasTcs runepnnaska Kopk HAgNoYeYHUEDS, KOTOPaA ABNASTCA CREACTENEM
HEPYLLEHAA AKTUBHOCTH DaHHbLY OByX TMIDOHCHNAad. HaonoHeyqHded B Sonswom KonHHEcTe:E CeRpeTHpyYIaT
CTEpOMAL], NPedWecTEYIOWWE Bnoky QepMENTOR — NPOTecTEpod U 17 -ridpoKcHNporacTepoH.

Hak meTadondt nporectepora, 17a-rnapokcHnporecTepod obpasyeTos ¥ B NNALEHTE. NoaToMy KoOHUEH-
TRaUKA erg ¥ 300p0akx HOBOPOWGEHHEIX TOTYAC NOCHEe POWOEHAA BLICaRa. B nepesle ®e JHH HW3HW ¥ Boex
IACPOELIX HOBOPOWGEHHLIX 0HA DRICTRO YMEHLLABTCA.

Mamepesde 17a-rdgposcHNporecTencHa NpW HEOHSTANBHOM CKPWHHHTE ABNASTCA NONS3HBIM TECTOM
ANA BeABENEHWA GBYX H3KWDoNEE YacTblix THNOE 3J0EHOMNEHATANLHOND CHHOROMA — NpW JedyyTe 21-nigpos-
CHMEaak W 1T 1-rgpokciinassl, To 8CTe okono 95 % Bcex CNyYaes BpoHIeHHORA MTMNERNNaIMH HAgN0HeYHHEDE W
AAPEHOMNEHWTANSHOND CHHGPoMa. [POBEOeHWE HEOHATANEHOMD CHPMHUHTE Ha BROXOEHHYED THIEPNNaIMo Hag-
NoYEYHWEDE C MIMEDEHHERM B 4CYKHE NATHAXY KPOBA HOBODOWOEHHEIX 1 T -TMOpoKCHMNPOrecTeposa NoasonseTt
AWATHOCTHPOBAT: JIA00NEBAHWE HA DAHHWX CTAGWAN, CEOSEDEMEHHD HAYATL NEYEHWE ONA CHITHEHHA DaHHER
MAaneHYECKON CMENTHOCTH W NPEJoTEBPALWEHHA PaIBMTHA A0PEHOMEHHTANLHOMD CHMODOME.

5.3.2.2 NMpdHyKn MeTooa

MeTog ocHoBaH Ha TEEpEO0AIHOM KOHKYDEHTHOM MMMYHODNKODECUSHTHOM aHannie. KoHkypeHyma
COagGasToA Mewdy 17a-rMapoKcHNporecT@poHoM, MEYeHHEIM eaponuen, W 17w -rn0poKcHNporecTepoHom ob-
paiuUa 33 OrpadnHeHHCE YMCNs MECT CEBRILIBAHWA Ha cneundrvdeckx, No OTHOWEHKD K 1 a-rigpokcKnparec-
TEpOHY, aHTUTENax. BTophle aHTWBHOOBLIE AHMTHTENa, HaHeceHHbIE Ha TEepdylw Qaay, nNoIBonAKT
A0copGHpoBaTy CNeUndiHIeCKWE aHTUTENE, CEAIABWHE 1 Ta-TMODORCHNPOTECTERDH Ma NPotl M B BHOE KOHL-
Worarta ¢ MeTkod Eu. Mocne NpoMeEKd ¥ yIaneHds HENpopeariposaslMy KOMNoHEHTOE J00aBNAINT PacTROp,
YOWMHERIOWHA DNI00DECUEHUMIO XENaToR ERLONKMA. MocnegHWA NEPEBTIAT WOHEl BBDONKA HI KOMNNEKSa aH-
THUTEN € KOHBKITATOM 17a-raposcHnporecTepoHa C TeepacH haiesl B pacTRop, 0Bpasya cuneHo Groopecyn-
pyEILME KEnaTe. KowuedTpauwAa Eu oBpaTHo ApONopUMOHENLHA KOHLEHTDAUWA MCEOMOrG SHanuTa —
1Ta-rugpokcHnporecTepora B npobax.

5.3.3.3 CnexTpansHo=MaMEHECLEHTHEIE X30aKTEPHUCTHRR

HHTEHCHaHOCTE NINOPECUSHUMY MOHOR EEDONWA B COCTABE XENaTHPY WML DETA-QUERTOHATHISIK KoM=
NMASKCOE YCWNWBRIOWErD PAcTEOPa OOMMHA DErMcTPUpOBATECA Ha NNaHWEeTHoM QnyopoMeTps 8 pemume
hprEcopeCUEHLMK C BpEMEHHBIM DaspeleHden. Marcumanssan gndHa sonde Boalysoamnwero CeeTa 340 Ha,
MAKCHMAaNLHAA GNHHE BONHE UCNYCKSHWA 615 HM.

5.3.3.4 Mepayduble 0bpazus ANA aHANK3A

HenocpedcTeaHHoE ONpedensHre MoeHo NPoB0aMTECA B DUCKAX JHMamMeTpos 3,2 M, KOTODbIE BeibW-
BAIOTCA © NOMOLWEM CREUHANBHOTD YCTPOWRCTER — WHCTPYMENTa ANA BeiusaHHs JWCKOB M3 wCyXKK NATEH»
KPOBK HOBODOMOAEHHBIX HA TecT-Bnankas duneTpoEansHo® Bykary sapsr Whatman 203 wnd aHanorAsHoR no
CEOMM cBORCTEaM. Cwm. nogpasgen 4.4 MOCT P 538821,

5.3.3.5 KonuyecTeo onpeaenaHyi

Doy wabop poneed SeiTe PACCHATAN Ha 260 onpeneneHnE.

0.3.2.6 HomnoweHTsl Habopa

B coctas Habopa JonN#Hs BXOOMTE:

= Kanubpatopst 17w -rMapoKCHNPorecTepoHa © aTTECTOREHHBIMKW 70 KOHUEHTDALMAMKY — HE meHes 6
YOOBHEN KOHLUBHTDAL MM,

MprimesasMa

1 3HEYSH@A HOHUSHTpAUHMH 17a-THGPOLCHIpOrecTEpOME - KONAYSCTED kKENHBRaTOPOE, CPOK MAAHOCTH M YCNOBMA
XDAHEHWA SoN=HE BbiTe YHA3AHE B #HCTPYEL W K HABopy . Tousme 3sa4eH i KOHYBHTPAU WY A0NHsl GeTe yE338HEl B KOH-
TRONEHOM CEPTHRHMEATE (CEPTHEHLATE KEMSCTER), NPUNATASMOM Kk HAB0pY, M HE 3THEETKAX #a kanubpaTopas.

2 WaroToRWTENkL JoNEaH NPpeicTAEU Te MHMOPMAUMID O MATOO2E ATTECTALMM IHAYSHRA KOHUASTRAURK 170 -riopok-
CHMNPOTECTEPOHE B KANHAPOEOYHRY METERHAEREX;

3 Wasmeperua kanndposovsbe obpasgos SoNsHe NPOBXOMTECA © KaWO0R cepred obpasyos nauwedToe. KanuGpo-
BOHHES NpOGE KAKEON KOHUSHTRAELMA W3MADAKTCR B Ayhn«kaTay;
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- KOHTPONbHBE MaTEpHans — Nonockd GuneTpoBaneEHoK Bymark (Whatman 903 WnK aHancridHan no
CEOHCTEAM), COOBPWALLMWE KAWOAA BLICYLLIEHHSLIE NATHA KDOBH © KOHUEHTRALMAMM 1 Ta-ri0pokcHnporecTepaya
HE MEHEE 421K HA 3 YPOBHAX. OOKWH yRoBEHs B 00NacTH HOpMAaNsHER ¥ 2 YPOBHA B 0DNaCcTH BECOKKK IHaYEHMA
KOHUEHTRAUKA 17o-mnopokcknporecTepora. o sl CONeEaTECA B 3aKPLITOM KOHBEDTE C BNaronorNoTHTE-
nem.

NMpUuMeHaHWA

1 SHAYEeHHA KOHUEHTPAURK 1T -rngpoRCHNPOrecTEpoHE, KOMHHYSCTED KOHTPONEHBIX M3 TEPHWANOE, CPOK ME NOAHDCTH
M YCNOBMA XPAHSHWA O0NHHE B6iTh YEE38H0 B HHCTPYRURH K wafopy. ToUHEE 3HAYEHHWA KOHYEHTRAU A 1 Te-fu0pokcH Npo-
recTepoHsa Qon#HeE BeiTs yEE3EHE B KOHTRONEHOM CepTRgHKaTE (CEpTU@HLaTE EBNSCTER), NpHRaraen oM K nalbiopy, W Ha
STHEBTKAX HA SOHTRONEHBIN MATEDUENIX.

2 MaepeHWA KORTRONeHEIX ofpaiLcE NPOECOATCR G KEXADA Capued WanepeHEA ofpaiyoe nauMeHToE no 2 obpaa-
U ¢ KAHGOA EOHUSHTREUWER 8 NNEHIWET.

3 MaroToEWTEN: DORKEH NPElCTEENTE HHPOPMEUWMK O MEaTOQER ATTECTAGHM SHEMSHAA B KOHTPONEHE X MBTEDHE-
nasx NpaEHNEHSCTE.

4 MHPOpsMELAA O METOLAR ATTECTALUMN SHSHEHWA KOHUSHTPAUME 17 o -THOROECHAPOrECTEQDHE B KOHTRONbHEY M-
TERMANAEL NEAEMNEHOCTY DONMHA DelTe NPeOCTEENEHS E MHCTPYRURH £ HAGopy DeBKTHEBOE UMW B CRPTHRWERTE LBYSCTEA
MiTH MACHOPTE K SOHTPONSHEIM METEPHENAM.

4 WMHbopMaunA o NPoCResUEISMOCTY IHAHEHAAN BR3YNETATOE HAMEDEHRA KOHUBHTRAUM 1 a-ragpokcHNporecTe-
poHE B £ANMERoBEOHHBIE M KOHTPONEHE X MATEPRANEX APSEMNEHOCTE QonHHa BT NPRACTARNEHA B HHCTDYEGMK K HaDopy
peakTiecE. . nd 2.5 HacToAWero CTasaanTa.

& PerowmeHgyetca ysacTwe NefopaToprn B NporpaMMas EHEWHER DUEHKS KA4ECTEE PEIyNeTATOE ONpPEdeNeHHA B
ACYRME NATHEX S KPDEA NPW HECOHATENEHOM CERMHEMHIE;

- OCHOBHOA pacTeop 1 7a-rngpoEcHnporecTEpoHa, MEYEHHOMD SBPOMMER,

- OCHOBHOW PECTEOp aHTWCHIBOROTEN NPoTHE 1o -rmgposcunporecTepoHa B Bydiepe © KOMCEPBAHTOM,

= KOHLEHTRHPOBaHHLIA PACTROP ANA NPOMEBIBKA NNaHWeTos,

- Gydrep ONA WHKYDALMK G MHEPTHBIM KPECHTENEM KPEacHors UBETa W 3MO0M HETPHA B KaYECTEE KOH-
CEpBaHTa,

- QEcTeOPR, YCUNHBAIDWWH ERicopecUeHlWs XenaTose epponna;

- MHEPOTHTPOBANBHELS MNAHLWETE, COCTORLWE M3 CTPMNOE, C WMMODHNMIoBaHHEMA Ha BHYTRSHHER Mo«
BEQKHOCTHA MYHOK AHTHEWOOBLIMA SHTWTENAMH,

- WHCTPYEUMA ¥ Habopy pearsHTo.

3.3.3.7 AHanMTHYECKWe XapaKT epHCTHER

a)l NpeuIroHHOCTE peayNLTaToR,

= KO UMEHT BapUaurik BHYTPK NapTin Habopa: He Sonee 15 %,

= K0 UMEHT BAPWALMIA MEEdY NapTHAMK Habopoa: we Bonee 15 %,

MoryT DeiTe MCRONBAOEAHE ATTECTORAHHEIE KORTPONEHEE MaTERHaANLl ARYMX HITOTOBMTENEA, CoO8p-
sawre 1Ta-rngpoKcHNPOrecTEPoH B BHCYLLEHHL NATHAX KROBM.

Mononk3ya koMTRONbHBIE MaTEpKank B Habope M3roTOBMTENA, CNedyeT BeNoNHATE JB0HHES WaMepae-
HAR KE3WMO0Ms KOMTRCNEHONS MaTepHana.

MonyqeHHpE SHaYEHMA KOHLEHTPALWA 1 -THOPDHCHNPOrNECTEPOHa B MIMEDEHHOM ROHTEOMNEHOM MaTe-
pdana GoMeHL YENagLBaTeCA B ONYCTHMBIE NPROENS], YCTAHOBNEHHEE HITCTOBWTENEM, YEIIaHHEE B CODTH-
DHEATE KOHTPONA KAYECTER W HA ITWRETHE ANA K300 KoHTRONBHCTS MaTepdana.

MpumMevannn

1 TNpd BHEWHEN CLAHKE KEUSCTEE PEAYNETATORE WIMSPEHER KOHUEHTpaUMS 1 T -TedpoKCHNPOTECTEROHE NPWHATRI
CRESYHILAE AONYCTHME B SHEYEHW A

- OTHOCHTERBHEA BHYTPUAHEEHDH DAIMAN MEHOY JEVMA HIMEDEHAAMA B DOH0R CepHl — He Gones 16 % ;

- OTHOCHTENBHE W MEXOHEBHOA DEIMEN MERIy OBYMA CEPUAMK (CPEAHUMK M3 2 waMmepeHail) — 29 b

- CHMELEHME CPEAHErD M3 4 W3NS pEHER (2 Capud No 2 HikMepeHaa ) — He Gonee 23 %

# MNpueeneHsl QEHHLE, NONYHEHHSE NPY BHEWHSH OUEHKE KE4YELTEE PEEyNETATOR WIMSPSHHMA KOMUEHTRALMK
1 T -THAPOKCHNPOrECTEROHA E CHEUMWENHIMPOBAHHEY NafopaTopWAY HEOHATANEHOID CHDWHMHTE, 8 COOTEETCTEMA C

OBRCTEYHWEA CXeMOof BHEWHER DuaHEw kavecTea. NpeaocTagneds CBOK,

0} YyBCTEMTENEHOCTE

MuHUBaNLHAR JOCTOBEDHS ONPEOSNASMan KOHUEHTPAUWA 170 -THOPoKCHNPOrecTEPOHA B oYKUY NAT-
Hax» EPOBY A0M#Ha DeiTh HE GONee 2 Haonsin.

B) HMHTepean H3mMepeHnA

He meres 9em o7 0 #mone'n oo 300 smonsn,
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r OwuiaemeEe peaynbTaTkl

KoHueHTRau«a 1 To-rigpokcunporecTepoHa B oCyXHY NATHAKS KPOBK 300000LIX HOBOPOMOEHHEIX 38B1-
CHT OT gemMorpadi4eckx Bapuaymnil, BoapacTa, Beca, HEGOHOWEHHOCTH, POMORHWA OB0HHM 1 Bonee nNogos.
B cooTaeToTEMM C PekomMesrgaudanmd padodel rpynnel No HEOHATANEHOMY CKpUHMHTY EBponedckora ofwec-
TEA NEaMaTRRHECcHOR IHO0KDWHONOTHA KOHUSHTDAUWA ANA GOHOWEHHED HOBODOMOEMHE Ha 3 — 5-i{ Qe
HEadk 30 HMONLT NDMHUMARTCA Kak Noporoans aHadeske; I0—90 HMoneN YE3IRBANT Ha He0BX0auMocTs
HAGBMOOEHMA 38 HOBODDKAEHHEM K YDOBHEM 1TFo-MMIpOoKCHNPOrecTanoHa; 3HA4YEHWE CBbIWE 90 HMONEN yra-
ABART C BLICOKONA CTENEH LM BEPOATHOCTH HA BPOHOSHHVIO TMNEDNNA3MKD KODE HAONOYSYHMKOR W 3008 HOre-
HUTankRLIA chHapom [12].

Y HEOOHOWEHHLIX HOBOPOHOEHHBL IHAYeHMA 17 -rTMOpOKCHNPOrecTEpONa BRILLE, aHadeHus Gonee
100 Haa0Ns N MOMYT CBMGETENECTEORATE O BROEABHHOR MMNepNNasyy Kagnodeynukos [18].

A} Noporogoe adaveHne {cut-off)

Ona JOHOWEHHED HOBODOWAEHHER Ha 3—5 OekHb MUIHH KOHUEHTPaLKa 30 HMONL N NOMHMMaeTCR Kay
noporoace aHa4eHue [18]. Y HeJoHOWEHHLIX HOBOPOMAEHHB GO CROKoM recTauuK 33—356 Henens | Mmaccol
reree 2000 r NoporcEwd ypoBeHe pased &0 HMone/n [12].

MNpreegeHHBEE B MHCTDYELMK K HADODY DearaHTOs aHIAYeHNA MOMYT CNYSMTE OpHeHTHRaMK. Kaxnod na-
GopaTopuK NPK MCNONLIoEAHUA HA0O0DRA PeXOMEHIYETCA YTOYHWTE NOPOroB0a IHavere (cut-0ff), koTopoe Mo-
MET HESHAYMTENLHO OTNWHATECHA B KOHKDETHOM DETMOHE.

@) MnTephepeHuyKa

Domauo BuiTe A0KAZAHD OTCYTCTEME IHAYUMON NERSKDECTHON PEAKTHEKOCTI MMMYHODNIOODEeCU8HTHO-
ro MeToaa amMepeHda 1Ta-TMIpoKCHNporecTapoHa Hatopom pearaHTon C APYTHMA COBOMHEHHUAMA CTEpoKR-
HOW CTOVETYDR, KOTOREME BAOMYT WCKANMATE DEIYNETATH AHANAIE. ITd JAHHBIE DOMEHL BeiTe YEa3IAHb B
HHCTRYRLMM K HAGopY.

5.3.4 Habop peareHToa GNA H3MEPEHWA KOHUEHTRAUWKE WMMYHODEIKTHEHOMD TpHnckHa (MPT) rmmy-
HOMMIOODECUEHT HEM METOOOM C BpEMEHHLIM DAZPRWEHKENM Ha OCHOBE NaHTaHnOHON MmeTeM (Eu) gnAa npoae-
OEHWA HEOHATANLHOTD CRRMHMHIE Ha MYyKDBRCLAO03

5.3.4.1 MpegHaidadenHosg npiMeselne abopa

Habop pearedToR AoWeH DeiTe NPEQHAIHAYeH ONA MAMEDEHWA KOHUSHTDALMA HMMYHODEAKTHEHOD
TpWncKuHa (WPT) 8 obpaiuay KpoBK HOBOPOMOEHHLIX B BUEE «CVXMX NATEH» Ha TecT-BnaHgax QUNeTpoRaNk-
HOWM DyMANd © LeNED BRABNSHMA HOBOPOMOIEHHBIX C BRCOKMM YRoEHeM MPT NpM HEQHATANBHOM CEDPMHAHIE Ha
MYEOBKCLMO0S (KHCTOIHEIR ©Hbpoa).

5.3.4.2 NMpuHyWn smeToga

CnpeJenaqwe OCHOBRHO Ha TERDaodaIHoM OEYVCARTOROM WMMYHODMOODOMETEHYSCKOM NOAMOM CIH-
OBWY-METOOe, B KOTOPOM HCNONEIYINTCA AHTHUTENA NPOTHE OBYY DAINMYHLIX AHTUMEHHEY NETERMKEHAHT HA MO-
nexvne MPT. Monexyne WPT, cogepsalleracs B kandSpatopas, KOHTRONEHBIX MATERHANIN W TECTUDYEMBLIX
chpasyax, CEAILIBANTCA C MEYEHHLIMA SBRONHEN AHTHUTENAMKA ¥ AHTUTEMNAMK, HANDABNEHHEIMK NPOTAE O0Y-
rMx CnedugUYeckky aHTWreHHeE caiToe Ha soneynax MPT, vMMoBUnnaoBasHby Ha NyHEaX CTpUNoB
MAKDOTUTROBAN MBI NMAHWETOR,

Pacreop, yoUnMBaoWWi dyio0pecUEHLMe XENAaTOE MOHOB @BDONWA, AMCCOUMMPYET MOHLI BBDONHA M
CEAIAHHBIX C MEHYEHHEMA WM aHTHTENaMd NpoTHe MPT & pacteop, roe ofpa3yioTeA BelCokodmnopeCUeHTHEE
XEMATHEIE EOMMNEKCH. MHTEHCHMBHOCTE WX GNOopPECUeHUME C© BLEMEHHEIM DAIPBLWIEHWEN WIMEDASTCA B
SE-NYHOYHLLE NPOIPaEYHBIE NRaHWETax (CTpWnax).

5.3.4.3 CnexkTpaneHo-NSMAHBCUEHTHBIE XapaKTepHUCTHEK

HMuTeHcHBHOCTE (NKOPECUEHLIMM WOHOE E@BRONMA B COCTARE XENaTHPVIOWMY DeTa-OMKeTOHATHLIX KoM=
NMEKCOR PACTEORA, YCUNWEROWErD oo pECUeHUMK, JoNHHa DerMCTPUDORATECA B PesmMe o peCcLeHL M
C BpeMedHEK palpewerend. MakcumaneHan Qnisa Bon sl Boabyanamwero caaTta 240 HM, MakciMansHan
SNHHA BONHE MCTYCKaHWA 615 Hew,

HIHTEHCHAHOCTE (DNINODECUSHUMA YEENHYHEIETCE NPAMS NRONCELHAOHANEHD © YRENHHEHHEM KOHLEH-
Tpaluk WPT.

5.3.4.4 NepaddHble obpasus ONA aHanAaa

HenocpeacTesHHOe onpefensHie NPORONWTCA B OMCKax OuamMeTpom 3.2 MM, KoTopble BelGUBAKTCA ©
NOMOLLED CHESUHANLHOND YOTPORCTEA — WHCTRYMENTA ONA BeDWBaHHA QUCKOB W3 «CYHWX MATEH KPOBW HOBO-
poMOeHHBIX Ha TECT-Anasdxax funeTRoEaNsLHMoR Bymard Mapesd Whatman 903 wni © aHanoridsbiMe CBORCTEE-
mu. T nd4.4 MOCT P 55992 1.

5.3.4.5 Konu4ecTeo onpegeneHdi ¢ noMowse 1 Habopa

CalH wabop gonsed BeiTe pAcCHHMTaH Ha 960 onpegenakng.
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5.3.4.6 KosnoHeHTel Habopa

B cocTae #abopa gon#Hbl BX00WTE.

- EAanKBpaTopsl, cogepxawme MPT kanabposoqdHee oOpaiyk: ONA NOCTPOEHKR KaNHOpoaodHoR KpUeoKn.
MpegcTaenanT cobol BRICY WEHHEE MATHA KpOBK © aTTECTORARHON KoxueHTRayred MPT na duneTpoeansHo
fymare Mapid Whatman 503 unu asanariyHori No CEOWM CEOMCTEEM B 3aNe4aTanHsX NakeTax ¢ BNarcnorno-
THTEnEs. KodueHTpauua MPT B kanuépoeo4Hes npobax goreeHa SuiTe 8 adanaaose 0—500 Hrismn, He MeHes
yen B yposded. MNonHas kanyEpoBoYHan KDHEER 40MeHa DalTe NOCTPOSHE ANA KaHOors NNaHweTsa.

NMovymedaHwA

1 BxaqesHa KoHyeHTpauns VPT, tonusecTeo annbpatopcs, GpoK MAHOCTH W YORoSAR XpSHEHWA 00Nk Hel BaiTe
YEIAEHE B MHCTRyHUMM & #adopy. Touske sHEYSHHA KOHUEHTREURE Bonxse OuTe YHAZEHE B SOHTPONSHOM CEPTHEIHEETE
(CEpTH@MMEATE KAMECTEA), NPMNAreSMoM K Halopy, W 48 3THWEETEAX HA KaNWOPETOREY SMECTE CO CREgHMMU THAMEHHAMH
MMIYAECOR @ALCPECUSHYMN ONA KEXA0A KOHLEHTRALUMM,

2 WaroToaMTEN: AONEEH NPERCTEENTE UHPOPMELME O METONEY BTTECTELUMME 3HAYEHUA cosueHTRauMA MPT B Ka-
MMEpOBOYHEX METEOHANAN.

3 MamepeHdA raneBpoeosHsiE oBpaIu0E DOME Hel NEOS0AWTRER ¢ KEMA08 CEpeh oBpasyos naydesTos. Kannbpo-
BoHEE Npofisl EEEA0R KOHULESTPAUWY B3IMSpRIOTCA 8 oyfnueaTax;

= KOHTPONbHLIE MaTepianes. NpegcTaenanT cobon BECYILEHHLIE NATHA EPOBEM Ha NoNockax funbTRo-
BankHoA Bymark Whatman 903 vnK asanorddHoN No CBOHM CEOHCTEAM,

- KOHTRONbHBIE 000a3Usl — HE MEHEE 3. C DAANM-HHoH KoHueHTpauser MPT: B granaioHe HopManbHex,
MOQCrOBEE M NOBLIWEHHEX EOHLEHTPAUKA. KOHTPONBHEIE MATEpWAaNs A0MKHEl DEHTE YNakosaHsl B NNacTHED-
Bl KOHBEPT C BRAMGIOTNOTATENEM.

Mpumevannna

1 3mEqesHA KoHgeHTpauknd MPT, poneuecTeo €OH TRONsHLE MATEPHANCE. CPOK WX MOOHOCTH @ YOROEWA XPa3HEHMA
AnnEHe BelTh yEE3A4E B AHCTRYELAM ¥ HEBoDy. TOUHRE 3HaY48HRR KOHLEHTPaURM MPT ponsse BeiTe YEE33HE B ROHTPOMNE-
HOM CERTHRMWRATE [CEPTHPMEATE KAYECTAE), NPUNErESMOn K HEBODY, @ HE 3THHETHEX HE HOHTRONEHEX METEDHANAR.

2 HaMepeHWA LoHTRONsHeE ofpasycE NPOBOOATER C KEMADA CepUad narkepeHA ofipaayce nayMedToe no £ oipas-
UE © HaWOoH KOHUSHTRAUMER Ha NNEHIWEeT.

3 MaroToRMTENs QOMNHEH TPeACTAEMTE MHMODMALWD O METOLAX STTECTALMA SHEYEHRA KoHUexTRAgMM HFTE KoH-
TPOM=HEIX MATEpWANAY NPEBMNEHOCTH.

4 WHPOPMELAA 0 METOOSK STTECTALWM 3HAMEHUA KOHUEHTpaURK WFET & xOHTPONsHEE METERWANEY NPEBMIEHOCTH
AOMHA DRITE NPELCTABNEHE B WHCTPYEURY £ HBGODY PEAKTHEO0E WNW 8 CEPTHMWLATE KEYSCTES MW NACNOPTE K KOHTROMb-
HEIM MATEPHANEM,

£ MHpopMauna o npocnesuEaSOCTY IHAYNEH MR RE3YNETATOR HAMEPEH WA KoHYeHTRpauMY MPT B xansdpoBcyHsis 1
HOHTRONEHEX METEPMANEY NPERENEHOCTIA AON¥HE S6ITe NpEACTEENEHE B MHCTOYEUMA K HabBopy peaktreos. CM. 4.2.5 Ha-
CTOAWErD CTAHAADTE.

& FeroMeHgyeToR yUECTHE NABOPATORUM B NPOTPAMMAY BHEWHER CUSHEM HRYECTEA DEIYNETATOR ORPEdEnNSH#R
WMPT B acyzix NATHEXY KpOEM NPW HECHATANEHOM CERHHEMETE

= aututena Kk FIPT, meveHHbe Bponnem,

= Bydep ana vHEybaumy;

= DEEreHT ONA NPOMBIBE NNEHWEeTE,

= MHEPOTHTROBANBHES S6-NyHoHMbIE NNAMWETE C TNOCKHM JHOM NPO3paYHbie, COCTOALLKE K3 CTRMNOE,
C COpBUpoBaHHBEIMK Ha BHYTPEHHER NOBEDXHOCTA MYHOK auTMTenamu npotre KMPT;

= DEArgHT, YCHMWBIOWWA GnoopecUeHU MK,

< WHCTEYHUAA K Habopy pearsHTon.

5.23.4.7 AHANWTHHECKWE XapaKkT epHCTHER

a) NpeudIkoHHOCTE PEIYNTLTATOE

MpH cnepartie oy BEHYTOHNADOPATOPHOM KOHTROMNE Ka4YecTEa, WCMONbIYA KOHTPONBHEE MaTepHank,
JANOKEHHEIE B HAGOPE WITOTOBMTENSA, CNEAYET BENONHATE JBEOAHLIE ONPELSNEHHMA KEA0M KOHTRONBHOMD
MaTEpyana.

= KoaddruueHT BADKALMIA BHYTPA MNAHIWETA, X2PAKTERMIYVIOWIWA NOBTODAEMOCTE, DOMKeH ObiTe He
Bhitie 13 %,

- KoadhvureHT sapualqy BHYTEH NapTyiy HaGopoe — He Bones 15 %,

MoryT BeiTh MCIONLICEIHE KOHTHONEHEIR MATEEHWANL GPYTWE MAMOTOBMTENEA C ATTECTOBIHHEIMIA IHAYE -
HAAMA KOHUEHTRaUMA MPT B 2CyXHX NATHEX: KPOBK MMMYyHODMOODECUSHTHEIM METOLOM.

NMpumeyaHwn
1 Mpw gHewHeR oueHke gBMecTEa GnA FMPT MoryT BeiTe NEHHATEL CABOYH IWHE Q0MYCTHMEE SHEYEHRA!
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- OTHOCHTENsHBEIR BHYTRWOHEEHOH PASMES MEsy OBYMA W3MEPEHURME B DOHOA cepxed — He Bonea 17 %,

- OTHOCHTENSHBIR MEMAHSEEHON PAIMas MekOy JEYMA C2pMAME He Dones 20 %;

- CMELYEHHE COBGHAND @3 4 W3MepeHHn (2 cepre No 2 A3MepeHin ) — He Bones 18 %.

2 MNprEElEHE OAHHBIE, NONYHEHEBE NDH BHRWHER OUEHES 84 E8CTEA pEIyNETATOR HAMEDEHMR K0HUEHTRAUMK MPT
8 CNeyHaNHInpoaaHHey nalioparopmas s20HETAMBHOID CHP@HAHIE B COOTEATOTEMM C AedCTEYHOWER CHeMOR BHEWHER
augs=d gauectea. NpegocTasneds GCEOK.

B) HyacTREUTENLHECTE

MuHKHMANEHaA OOCTORBEDHO ONpedenaeMan KoHuenTpauwa MPT B «Cy XKy NATHAX KPOBEW J0MHHE DeiTh
HEe Bonee 4 WM.

B} MuTepaan vaMepeHks

25—500 Hrisn.

r Owuigemse pEIYNETATE

YHaladHbie B MHCTRPYEUWAX K H3G0opasm peakTHBos 478 MaMepeHda EoHUeHTDa M MPT uamMyHOpmioo-
PECUEHTHLIM METOZOM PeDEpeHTHEE IHAYEHNA KOHLUEHTDALMK ¥ HOBODOHISHHEIX NPKM HEOHATANBHOM CKPKW-
HMHIE B 4CYN0M NATHER KPOBWM AENAKLTCA MALWE CPUEHTHPAMA GNA MHTEPNPETALWMA PEIYNLTATOR, NONYHEHHbIX
B nabopatopyAx. Kamgaa nabopaTopya DonmHa yoTaHoBHTE CROW CODCTEEHMBIE PEdepeHTHEIE W NODOroBEE
IHA4EHWA GNA Habopa pearedTon, KOTOPRIA MCNONEIYETCA B NOBCEOHEBHON NPAKTHES, C YHETOM HauWoHaNL-
Hbl¥ W PErdoHaneHLx Npaskn. ANeTEPHATHEHBIE ANTODWMTME MDHHATAA pPEWEHWA ONA  OHardHocTHKKA
MYyKOBKCUWOOaa oM. [19, 20

A) Noporosoe 3sayerne (cut-off)

Homsed BeiTe YRaZaH cnocol pacyeTa Noporossrd JHa4EHWA, HCNONBEICEIHHBIR WarcToBXuTenamM. B can-
T OO CHAMEHAEH IHAYeH WA KoHYeHTRauWE MPT C poapacTos sHaqeHsn cut-off OnA JHardocTHEH MyKOBHCLIK-
2033 NepyogH-4ectl NepecMaTprBasTeA.

&) HHTephepeHLyna

DonmsHist O6Te yEAIaHL BEWECTEA, KOTOPBIE BNAAIT H2 PEIYNETATh MAM HE BNHAIOT Ka HAX 00 onpege-
MEHHONA KOHUEHTLALMH . HANDWMED. KOHUEHTRAUMA TOUIMAUepHOos B kpoal a0 S000 pr/ 100 mn | GrundpytrHa
go 30 parf 100 Mn He BNHUERT Ha PeayNLTATE. [pH OUeHKE NepeKPECTHOR DEAKTHUEHOCTI MATOTORMTENEM q0N-
HHbl BT YCTAHOEMNEH b YPOBRHK NEDEKPECTHON DEAKTHEHOCTH © o~2-MakporNobyNMHOM, t-1-8HTHTPHUNCHHOM,
pocdronvnasold PLAZ, REMOTDUNCHIOM, YenNoDedyeckiyM MMMYyHOTNOSYNIMHOM Knacca G, yponencHHOreHomM 1
NoATREPHIEHRD, YT0 3TH COS0MHEHKA HE ORAILIBAIOT BIMAHKWA HA TOYHOCTE onpedenequs MPT.

5.3.5 HaGop peareHToOR ANA HIMEDEHWA KOHUEHTPALKWK THPeoTPONHOrD ropMona (TTT) B «cyXHX
MATHAX® HPOBKH MMMYHOINYOPECUeHTHEIM METOAOM € BPEMEHHEIM PAIPeWEHHEM HA OCHOBE NAHTA-
HUugHoW MaTkn (Eu) onA npopegeH A HEOHATANLHOMD CHPMHMHIG HA BROMOEHHLIA MMNOTHPEo3

5.3.5.1 MpegHaidadedkos NprMeselne kabopa

HaGop peareHToR Aon#es BuiTe NPEgHaIHaYeH ONA M3AMEPEHKA KOHUEHTPAUHH THPEOTPONHOID ropsa0-
Ha B 0DpaILax KPoBKM HOBODOMASHHEIX B BUOE #CYXHX NATEH Ha TecT-0nadkax guneTposansHod Bymana c
LUENB0 BRIABNEHWA HOBOPOMIEHHEIX C NEDEHYHEIM BPOMIEHHLIM TANOTUDE0I0M NPHW HECHATANBHOM CHPKW-
HIAM M,

5.3.5.2 MNpyHyKMn MeTooa

Onpedgneqie CCHOBAHD Ha TEERACHEaIHOM ABYCARTOROM HMMYHOQMOPOMETDUHECKM METOOE (NpA-
MO COHOBHY-METOE), B KOTOROM WCNOMBAYIOTCA AHTWTENE NPOTHE OBYX Pa3NuHHBX AHTUMEHHEY DO TERMAHANT
Ha monegyne TTT. Oadd Ma auTHTen NpoThae GeTa-cybbeadHnlel Monekynel TTT copSuposansl Ha cTpUNax
MHKPOTUTDOBANE K NNAHWeToR. Oy e SHTUTENS, MEYSHHLIE SBPOMNUENM, PEArvpyIoT C OpyToR AeTePMKUHEH-
TOW monexyns T1T, Peakyda NpoTekasT B TEYEHME OQHOA CTYNEHH MHEyBaywra: TTT caHoBpeMEHHD pearipy-
BT © MEYEHMBIBAKM GBEDONMEM  SHTHWTENaAMIE W SHTWTENaMK, CopOMpOBaHHBIMK Ha *YHESX CTRPWNOB
MHKDOTUTPOBANEHBIX NRAHWETOR. PacTeop, yoHNHBaWLWWE hrkopecyeHLMIio XeNaToR EBBRONHA, AXCCOUMHpY-
BT MOHbI BEPONKA M3 CEAIAHHOM C MEYEHHEIM WM aHTuTenaoM T 1T B pacTeop, rge oSpaayioTcA Balcokodimion-
PECUSHTHLIE XENATHLIE KOMNNEECH. WHTEHCHBHOCTE DNINODECUSBHUWA © BPeMeHHbIM  pajpeleHias
H3MepAeTca B 96-NyHO4YHBIX NPO3naYHblix NNaHWeTax (CTRMnax).

5.3.5.3 CrnekTpaneHo-MaMUHECLEHTHBIE X3PaKTepUCTHEN

HHTEHCHEHOCTE DNI00PECUSHUWKY MOHOR EERONWA 8 COCTARE XeNaTHPYIOWHME DETA-QHEETOHATHEK KoM=
MASKCOR YCUNHERIOWETS GNDoPeCcUEHULMI0 PACTBOPA GOMKHA DErHCTRPHPOBATLCA HA NNaHWeTHOM hnyopa-
METDE B peXKME (DRICODECUBHUMK C BOSMEHHEM paspewerien. Magcumynm ANk BoNKE Bo3abysgaowero
caeTa 340 Hp, MAKCHMYM DNHHE BOMHE MCNYCKAHKA 615 MM,

HHTeHCHRHOCTE (NI0OPECUeHUMH NRONODLWOHATERE KoHUeHTpadud TTT g obpasue.
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5.3.5.4 lMNeperiqHeie aobpaidbl GNA aHanKWaa

HenocpedcTEEHHOE anpedeneHye NQCESAMTCA B QWCkax JdaMeTpom 3,2 MM, KOTOpRe BuGWBamToA ©
MNOMOWEK CAEUHANBHOTS MHCTRYMEHTa GNA BulbMBaHHMA guckoe (oa. nd.4 TOCT P 535892.1) 1a kpysroe «oy-
XMX METEH? KPOBK HOBOPOKOEHHBIX Ha TecT-0nakkax PuneTpoBansHol Syman mapsn Whatman 903 wnr ana-
NOMHMYHOR MO CROMM CEOHRCTRAM.

5.3.5.5 Konuy4ecTeo onpeneneHni

Coul Hatop Aonwed BTy paccurTad 4a 960 cnpeneneHuib.

5.3.56 KomnoHeHTel Habapa

B coctar Habopa Aon#Hbl BAOOWTE:

= Ranubpartopel, cogepwawgue TTT. 370 kanibpoRodHele 0Bpaiukl ANA NOCTROEHWA KanWbpoBoYHOR
KpWacd, OHW AoMsHE NDe0CTABENATE COD0N BRICYLLSHHBIE MATHA KPORK C aTTECTOEIHHONA KOoHUeHTpauwan TTT
Ha PpUneTpoBansHoR Bymare Mapis Whatman 903 Wik asanorWyHol No CEoMM CEOHCTEAM B 3anNe4aTaH X
naxeTax c BnaronornoTurenas. KodyedTpauna TTT 8 kannbpooYHbE Npobax gon#Ha GeTe B AdanaioHa
0—250 meMEMn, ve meres wen 6 ypoaxed. MNonHan xaniGpoBoYHaEn KpKean QonoeHa BelTe NoCTROEHA GNA
KEm3ors NaHweaTa.

MpumedaHan

1 Sxaqesda KoHueHTpauKs TTT, konnyecTEo KANHEPAETOROE, CPOK WA FOOQHO0CTH W YGNDEHA XPAHEHKA QoNHHE B6iTh
YRIIAHE 8 HHETpyEU MW & HBG0pY. ToUHBE SHEYEHEA ROHLEHTREUWAE NoNHKHE BHTs YHAZEHL B KOHTPONsHGM CEPTHEMEETE
(CEpTHENEATE KEUSCTES), NpenarasMonm K HAS0py. M HA 3THEETKAX KBNUGPATOROE BMECTS OO0 COEAHAMH IHIYUSHAMKA Hid-
NyNeCoE GNHOORECYEHLWE ANA KAaMO0A HOHUSHTDAL WA

2 HaroTosdTens AofMes APeAcTAEMTE HHMOPMA LK 0 METOSA% ATTECTALMM IHENSHHR koHueHTpaLre TTT 8 ka-
NWBROBOYHE S METERHENAN.

3 MarepeddA kan«hpoBotHs s 0SpaaU08 D0MEH NPOBOIHTRCA © KaMa0s cephen oBpazyor naguesTon. Hannbpo-
EBOYHEE NEoisl ERRA08 KOHUEHTDALWY RIMEBRRKDTCA B Oy BAHLaTaX;

= BOHTRONbHBIE MATERHANEL. BRICYLEHHLIE NATHA KPOBKW Ha DHNLTROBANBHOA DYMAre C KOHUSHTDaUWEA
TTT HE MEHEE Y8 HA 2 YLOBHAK, OOHH M2 KOTODGRIX DOMHEH HMETE aHaYeHHe EoHueHTRaund TTT Gnuakoe «
ypoeHio cut-0ff, 3 apyrod — B 06NacTH NOBLIWEHHBX IHAYEHAR, KOHTPONBHLIE MATEDHANE QOMKHE GLITE ¥na-
KOB3HL! B NMNACTHKOBLIA NAKET C ANaronormoTTa e,

NMpumevaHwn

1 3maMesds KoHLeHETpaYEd TTT, KONWMBCTED LO0MTRON:HBIX MATEPHANCE, CPOK FTOGHOCTH o YCAOEWA WX OOMHHb
GETs YE33EHE B MHCTRYELMK € HaBopy. TodHse sHEYSHHA KoHWesTRaU#H TTE aonxHsl GeiTe YEA38HEl B SOHTPONaHOM CER-
THhWEATS (CEpTURWKATE KAMECTEE ), NPUNErasMom K HEB0PY, M HE STHHETESX #a KOHTDONEHEE MATEDUARAX.

2 MaMapeHdA HOHTPONBHEX 0DPasUu0a NPORGOATCR © KM 000 CEPMSR KIMepeH A oBpasyoe NEUKHEHTOE, Na 2 ofpas-
UG KSMOOW LOMUSHTRALWNA HE NNAHWEST.

3 MaroTosMTENs SONHEH NPeACTEEMTE WHOOPMELWID 0 METEAEE ATTECTALMNA ZHAYEHWA KOHUSHTpaUMe TTI & KoH-
TPpOMeHBIX MATEP®ANAY NPEBMABHOCTH.

4 MAgopsauna o MeTo0a) ATTECTALMK IHAMEHHA KoHUeHTREUMM TTI B KOHTPONEHE X MATSRWANEL NPEERNEHOCTH
AOM#HA BeiTe NPELCTRENSHA 8 WHCTRYEUWW K HAGopy pEAKTHE0R HNW 8 CEPTHMWLATE KAYSCTES WK NACNOPTE K KOHTPO k-
HaIlM MATEPHANEM.

& MHpopMaURA 0 NPOCNEHAEIEMOCTH SHEHSHEA PE3YNETATOR MAMEREHHA KOHUSHTRAEUW: TTT B anuBpososiHels W
KOHTPOSIBHE X MATEPMANEX NPERRALHOCTH A0N¥HA SkiTe NpEICTARNEHE B MHCTRYEUMA & Hatopy peakThacs. CM. 4.2 5 Ha-
CTOAWLErD CTAMOADTE.

& FeromeHgysToa yuBEcTHE NaBopaTopuM B NPOTpAMMAX BHEWHER CUSHEM HRHECTEA DEIYNETATOR ONPEdEnSHAn
TTF B #cysds MATHAX KPOEW NPK HEOHATANEHIM CEPRHAHTE,

= AHTHTERE NPOTHE TTT, MEHEHHBIE EBROMHEM;

- Bydiep Ans vHEyBaumi;

- pEAreHT GNA NEPOMBIBKA NNAHWETOE;

< MWEPOTHTPOBANEHEE 6-NYHOYHBIE MNAHIWETE, COCTOAWMWE W3 CTRMNOR © NIOCKHM OHOM, NPOIpaY-
Hblg, ¢ COPOMPOBaHHLIMIA HA BHYTPEHHEN NOBSPXKHOCTH NYHOK aHTHTENaMA npoTue TTT,

- QEArgHT, YCHNHBIWLWWA GNoopecUeHUMK XenaTtos eapon4s,

= AHCTPYEUWA ¥ Habopy pearsHTo .

5.3.5.7 AHanWTH4ecKhe XapaKT epHCTHER

a) NpeursioHHOCTE peayNeTaToE

MNpH BHYTRMNAGopaToOPHOM KOHTRONE KAYECTES KOHTPONLHBIE O0DAILE WAMEDFAKT NP E3WI0M BeINor-
HEHHK MCCNEO0BAMMA B KaXG0oM NMNaHWEeTe 0gHoEpeMeHHo ¢ chpasyamu nayvesTor. KoadbuuywenT sapua-
LMK DEIYNBETATOR MIMEDEHKHA KOHUEHTPaUMK TTT B Mccnegyemelx 0Gpasuax He O0bseH NpepswaTe 15 %.
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MpuMesasids

1 MNph prewHed oyetie kaqectas ane TTT woryT OeiTh NPUHATE CREOVEILME J00YCTHMEE SHEYMSHAA:

- OTHOCHTEN:HBIG EHYTRUOHEEHOA PAIMES My OBYMA HIMEPEHURME B OOHOA cepud — He Bonee 17 %

- OTHOCHTEN:HBIR MEXIHEEHOR PAIMAX MEHOY LBYVMA CELHAME [CEEOHHMM M3 2 H3MaDeHWA} — 24 %,

- CHMEUSSHHE CREOHET @3 4 MIMEDEHMA [2 CEpME Mo 2 W3MapeHWE) — B cpegHer He Gonee 24 %)

2 MNprBEdesHEE SAHHE R, TONYYSHE TPH BHEWHEE GUSHLE KBHECTES DEIYNETATOE MEMBDEHWA kOHUeHTpAUNK TTT &
CEGHANYIMpoBAHHEY NaSopaTopMAs HEOHATENEHOMD CHPWHHHIA B COOTEATCTEMH € OAS@cTaymwel CHXeMOd BHEWHER
oueskd ka+ecTed. MNpepocTaaneHs PCEOK.

6] YyBECTEBMTENLEHOCTE

MeHKMaANEHaA QOCTOREDHO ONPEOenAeMan KoHUEHTRaUMA TTT B «CyXKX NETHAK KDOAK J0MmeHa Doty
we Bonee 2 MeMEn.

B} MuTepean WasepeHus

O7 10 meMEMn go 250 MeMEsan.

r OMugasMmese peaynsTaTkl

MpreegeHHel2 B MHCTDYKLMK Noporogme adadeduwa TTE onA 300p0oBkx OOHOLWEHHEY HOBODONOEHHLIX
ABNAKTCA OPHEHTHRAMMW, TREGVICLLMMKA YyToYHEHKA. B kaxaod nabopaTopid npk MCNoNbI0BEHWK KOMKDETHOTD
HADOPA DEArEHTOE PEKOMEHOYETCA YTOYHUTE 3TO IHAYEHWE, TAK KAK OHO JABKMCHT 0T oBcnenye Mol NonynALMe
HOBOPIHOEHHBER 1 HCNONBIYEMEX HAGODOE PEaKTWBOR. KoHUueHTRauWA TTT, NpesniwamWan Nopoarceoe sHa-
YEHME, YEAILIBAST HA NATONOMID, TEEEYIOWYID QononHUTaneEHore oboenegoaadma. [InA yTodHeHMA GUarkoaa
HEOBNOOMMO NOBTORHD ONPEgEnHTE YROBREHE TTT W THpoxcKHa (T,} B ChIBODOTHE (MNE3ME) KPOBW.

A) Noporopog asayerne {cut-off)

OonmsHo BbTe YyCTIHOBNEHD B KAXG0A NAGoPaTopHia NpM MCNoNsI0BAHMK KOHKDETHOD Habopa pearaH-
TOR.

&) HHTepthepeHuma

Donsie: OpTe YKalaub BELECTEA, KOTOPRIE BNAADT KA PEAYALTATh MMM HE BNHAIDT Ha HWX G0 ONgega-
MEHHOE KOHUBHTDALWA. MaroTORKTENEM OONKHE SRTE M3YYeHA NepespEcTHAR PEAKLWMA © NPONaKTHHOM, don-
MATDOMAHOR, TIOTROMMHOM, XOPUOTOHANOTRONMHOM, 3 TIICHKE OLEHeH0 BNWAHKE TRUMWULe pUooR, GrNEpyEuHa
W 0OKAZAMO, YTO HX NPUCYTCTEME B wCYXMY NATHAXD KPOBW He BNUMAST Ha Pe3yNbTATE aHanMaa TTT B HMX.
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KnioYeekie CNOBA MEIMUMHCKOE MAOENKe 0NA GWATHOCTHIM /0 vitro, dimoopecueHumA; dnoopecusHLVWA, pai-
PELISHHARA 0 BOEMEHN, MMMYHODNIOODE CLUEHTHBIA SHANKE, HEOHATANLH bl CHXOWUHWHT, HAB0pL pRAreHTOR ONA
HOpRCLUEHTHOMD ¥ MyHOMMOPECUEHTHON aHANKaa i Vil «CyXOra NATHA KPOBK s HOBOPOSOEHHOTD, Y-

LUOHAMNEHEIE XAPAKTEPHCTHEM, (DEHaNanaHuH, ranakToaa; 17a-rMopokCUNporecTepoH; UMMYHOPEEKTMBHEIA
TRWCTHH; THPEOTPONHBIA FOpMOH
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