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Npegucnoeune

1 PAZPABOTAH NatGopatopueid Npobnes KNHHMKo-NagoparopgHol grarkoctikn HHW oSwecTeerHono
INOPOBEEA W YNpaEneHKs agpasocxpadenines MNocydapcTBeHHor0 So0HeTHor 0BpasneaTenNsHOMND yapewne-
HWA Bhiclwers npodeccroHanesoro obpaiceanna Nepeoro MOCKOBCKOMD roCY0apCTEEHHOM MELHUAHCKOND
yvHuezpouTaTa uM. WM. Cevencea Muuagpaea PO, orgenennen MEQUUMHCESE reqeTikn MocyoapcTBeHHons
HAAEHHOMD YHEEHOEHHMA 300aR0OXEAHEHHA «HaYYHO-NPaKTHHecKMA LIEHTD NCWXHWHECcKOrD 3NopoBEA OETed M
nogpocTeoe denapTamedTa agpasooxpadedng r. MoCkBein, Hay4Ho-gHarHocTrYeckon naboparopuel Pege-
pAaneEHOro rocyaapeTEEHHOND DIOOHMETHOM v EeROEHHA «HaydHsId WeHTPE aKyWepcTEa, MMHEKSNOMHW M NepH-
HaTonomnu k. B K. Kynakoaas Munagpasa Pd

2 BHECEH TexHH4eckd EOMWTETOM No cTaHdapTyiiagnd TK 380 cKnuHubecie nadopaTopHee 1e-
CNEO0BaHAA ¥ AMarHOCTMHYECKHE TECT-CHCTEMEI I vilkos

3 YTBEPW/OEH W BREOEH B OEWCTBWE Mpukasom SenepansHoro areqHTCTBA No TEXHHYECHOMY
DEMYNMHPOBIHHAID W METDOMOMMKM Pocckickod Degepayik oT 2 anpena 2014 ro MNe 283.c1

4 BBEOEH BMNEPBLIE

Mpaguna NpUMEeNEHUR HACMOAWE2D cmandapmsa yomawogneds @ FOCT P 1.0—2012 (pazden 8l
Hudbopmauun of UsMesaHusy K Racmaoaweny cmardapmy avBnukyemcn & esxesodWoM [0 COCMORMUK Ha
1 AuEapa mexyiyess 2o0da) WdhopMayUuoHHoNM Yraiamans «Hauuoranskpie cmandapmels. 8 ohuupanssesid
MEKCIT UaMeHesul 0 NoNpaaok — 8 eHEMEBCAYHOM UHPODMaUUoHHOM yKazamens «HaluoNanbHbie crian-
dapmeis. 8 ciyHas Nepecrompa (2aMensl] Wl OMMERS HACMOAWE20 amakdanma coomeasmomeyiowjes
yeedomnenus Oydem onybnusoeano @ ONuxalilom BLINYCKE @XeMEcaYN020 UMGhDDMBYUOHWOSD YKa2ameans
wHALUOHANEHEE CMardammibiy. COOMEEMEMEraan Wb OpMaLLR, yaedoMNeHUS U MEKCME DaIMELLSMKT=
CR Maxwe & Urghoprauuorsol clcmeMe 0SLWEess NOMLICEIHUE — Ma oghuyuansHosn cadme Pedepansroas
A2EHMCINEA MO MEXRUSBCKOM Y DE2yYNUDSEaNLII0 U MEMponozuy & cemu Mumepwem [gostru)

© CrangapTdsdropr, 2014

HacToAwMi cTAKOAPRT HE MOKET BeiTe NONHOCTLH WK Y3CTHHHO BOCNPOKIBEOEH, THRAKWPORAH W pac-
NEOCTRAHEN B KAYECTES ODUUWANEHOMD HaaaHuA G23 paipelleHuA DefepansHOro areHTCTEE NO TEXHWYECHD-
My PEMYIMPOBAHKIO M METROMOTHI
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HAUWOHANBHBIWY CTAHOAPT POCCHMHUCKOW ©EOEPALUMHM

WIOENKWA MEQWUWHCKKWE ONA OWATHOCTHUEW IN WITRO ONA @MNOOPECUEHTHOMD
H MMMYHO®RMOOPECUEHTHOMO AHANKW3A «CY¥XOI0 NATHA» KPOBW HOBOPOMIOEHHOMD

YacTte 2

PACXOOHLIE MATEPWANEI (HABOPERI PEAMEHTOR) ONA ®NIOOPECUEHTHOMO
W AMMYHO®RMOOPECUEHTHOMO AHANKWU3A «CYX0OMN0 NATHA» KPOBW HOBOPOMIOEHHOMD

TexHuUscKHe TpeGOBAHWA ANA rOCYAARCTEEHHLIX IAKYNOK

In witro diegnostic madical devices for fluorescent and immunofiusrescent analysis of sdried spots of newborn's nlood.
Fart 2. Consumabkes (kits of reagenis) for fucrescent and immunoflucrescent analysis of sdried spots of newbom's biood
Technical requirements for state (o Duy o

Oara epepaedna — 2015—06—01

1 OBnacTb NPUMEHEHWA

HacToAwKs CTARJARTOM YCTAHABNHEATCR TREGoRAHKA K YHELMOHANBHEM XaDaKTERUCTHEIM W MET-
PONCTMYSCKAM CBONCTEAM PACKO4HBIX MATEDHMAN0E {HAGOPOD pEareHToR) GNA COpeCUEHTHELS W MMMy HOd-
MIOPECLEHTHbIX MCCNEQOBAHAR i WEFD AHANKTOR B ¢ CYXHE NATHAX Y KPOBKH HOBODOHAE HHEBIX NP BbINGIHEHKKA
HEOHATANBHOMS CKPWUHMKTE Ha HAacNedcTeeH e Jaboneaanna eHHNHETOHY PR, MANaKToISMHID, a00eHona-
HETANEHLIR CHHADOM, BOOMOEHHEIA MTHMOTHDE0:. MYKOBHCUHG0AE.

TpebopanKA K iy HELHOHANLHGLIM X3DaKTEDMCTHEAM H METPONOMMYECKHM COONCTEAM DACKOaMbIX MaTe-
pranoe (HabopoR PEArEHTOR), YCTAHOBNEHHLIE HACTORALLMM CTAHOARTOM, NPUMEHRIITCE NPH NEOBEIEHHI M-
CYOADCTEEHHBLEX JAKYTIOK OAHHEL MAOENHMA ONA 1E NPUMEHSHEA coBMecTHD ¢ NprBopama v obopynoeaHmas
ONA ErcopecUEHTHBIX H HMMYHODMoopeCUSHTHEER HConeqoeaHHEd (cam. TOCT P 955802 1—2014)

2 HopmaTHBHLIE CCLINKK

B HACTOALWLEM CTAHGADTE MCNONBEAOBAHL HOPMAETHEHLIE SCRIMKK HA CReOyKWWe CTAKIARTE!

MCT P 51085—07 Habopw peareHToB ONA KNUMHMYECKON NaboparopHo QUarHoCTHEY. ODlwwe TexHm-
HeCkMe YCnoaa

MCT P 55992 1—2014 «lanenia MeJUudHcke ANA OMarsocTHRE i1 vitio ANA QriaopecUeHTHOMD |
HMYHODNIDOPECUSHTHOND aHANKMIa «CyXOro NATHA » KPORK HOBOPOXKGEHHOM0. HacTe 1. MNprbopel ¥ 0Gopygo-
BAHKWE ANA QNIGOPECUEHTHOMD M AMMYHCRNBORECUEHTHOND BHANKIA (CyX0NS NATHA Y KPOBK HOBODOWIEHHO-
ro. TexHrYeckde Tpedonadna GNA rocyJancTBEHHEX 33Ky

MaCT P EH 13640—2010 Wocnefopadie cTaSuNeHoOCTH PEareHToR OQNA O4arHocTHER in wio

MaCT P EH 13612—2010 DugHka GyHELMOHANEHE R X3PakTEpHcTHE MEQRLUWHCKHME MAGQENKIA AN8 Juar-
HOCTHIH 7 Wilro

MaCT PEH 136412010 ¥oTpaseHne Mg CHCESHKE DUCEE MHEWUWPOBAHKE, CRAIAHHOID © peareuTa-
MM ONA JUArHoCTHER I Wi

MCT P MCO 17511—2006 Magenya MedyduuHcKde QA QHardocTHEd i witro. ViaMepedue BENHYHMH B
GronormHeckms Npotax. MeTponorMyeckan NpocNernBasMocTe IHAYEHHA, NPUNHCaHHBIX kKaNWGpaTopam K
KOHTRONBHBIM MATERRANAM

FMaCT P WCO 18153—2006 Magenda MearuMHCERe GNA AMarHocTriEW i witro, MaMepeHie BenNdYHMH B
DronorrHecks npobax. MeTponorHYeckan NpoCNEsHBAeMOtTE AHAYEHHA KATANKTHYECKDR KOHUEHTDaLKK
pepMEHTOR, NERNWCAHHEX KANHEPATORAM W KOHTPONBHEIM MATERKaNaM

MICT P VOO 159193—2007 HMagenya MegdydluHCKKE QA JHardocTiEr i vitro, VaMepedna BENHYHMH B
npofax Guonorwieckore nporcxckaedna. Onucanue pedepeHTHER METOOWE BuINONHEHWA HaMEDEHM A

HMigaHuwe opHUMENBHOR
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MoOCT P WMCO 14971—2009 WMagenna sMeguudHckre. NpuMeHEHe MEHELHMEHTS DHCES K MEQWUHH-
CHMM HIOENMAM

MpumewaHwe — r'IFIH NONs3CEAHMA RACTORWMM CTAHOQAPTOM HEHEGDDEP&SHD NEPOBERHTE GERCTENE CoslNOH-
Heli CTaHgapTos B WHRPOPMBEUWOHHDA CHCTEME OBLWErD NONs3I0EIHWA — HE QpHUNANEHOM CaldTe PenspansHOD
SMEHTCTEE NO TEXHWHECHOMY DETYNHDOCEIHWED A METDONOTHME B CETH MHTERHET MK N3 EHErOOHOMY RHPODMBYWOHHOMY
YEE3ETENM a HEUHWOHENEHEE CTAHGA PTE%, KOTOPRIA l’.“l'l'!,'ﬁﬂl"ll:l:lﬂﬂ*‘: no cocToAsMK #a 1 RHEapPA TEEYLWErD rona, | N BelNyc-
KaM EXeMECAMHOrD HHPORMAUMOHEOTD YE33aTenA s HauwoHaNe el CTEHOERTEIS 38 TEEYLWHA roq. Ecnu 3aMeHaH cosinou-
He=lA CTEHJAPT, %8 KOTOpLIR 0848 He03THROBEEHHAR CCRINKE, TO PEXOMEHIYETCA WCNONBEIOBETE AERCTEY LY BERCHID
3TOM0 CTAHGAPTE C yHETOM BCEX BHECEHHEX B DAHMHYH BeDCHED HIMaHEHHA. Ecnu 3ameseH CobiNOYHEA CTAHAE PT, HA KOTO-
PEA gasa JETHPOEAHHEA COBINKA, T PEKOMEHIYETCH MCNONEIOEAT: BERCHM ATOMD CTAHAAPTE C YEAI3HHEIM BEIWE FO40M
YTEEDWOSHWA {NPAHRTHA ). Ecn nocne ¥TEEDHOEHWA HACTORWEND CTAHRAPTA B CORNOMHBIA CTAHOAPT, HA KOTOPEIW 0348
OAATAPGEAHHEA CCRINEE, BHEC2HO MIMEREHWE, JATPAMMEI OULEE NONOXEHHE, HA KOTOPOE AHA COEINKS, TO 3TO NONOHESHHE
pERCMeERdYeTCA NDHMEHATE fiza YHETE Q8HHOMD HIMeHSHW A Ecn# coeemoqHbI CTEAHO3PT OTMEHEH fes 3aMess, TO NENo-
HEHWE, B KOTOPOM QAHE CORINKA HE HEMD, PEKOMEHAYETCA NPEMEHATE B YACTW, HE IATREMMBAKWER 3TY Co=INy.

3 TepMHHbI U onpegeneHMn

B HacToRLWEM CTaHOapTe NpMMateHsl TEPMAHE C COOTRETCTEYIOWMMIA ONPEeneHMaMK, YaiaHHbe o
pazgens 3. « TepMUHE W oNpedeneHHA L 1 NPHNoseHan A 150 18113.1][5), s pazogene 3 FTOCT P 559921, a Tak-
WE CNeyioWHe TODMUHL C COOTEETCTEYIOWWMIA ONDEnEneHUAMA!

3.1 peareHTsl ANA OWArHOCTHEKW i vitro (i vitro diagnostic reagent); Xusuyeckue, BRONCTHYECEME
WA WMMYHOMOMAYECKRE KOMNOHEHTEL, PACTRODEI WNK NPenaparte, NPedsaiHadeHHLe MIroTOBWTenaM Gna
NEPMMEHEHMA B KAYECTES MEOMLMHCKME HIOENMA ONA QUarHoCcTHEM i vitro.

MpumeuaHewe— AQEBNTHPOEIHC |7, onpegenesne 3.9).

3.2 Habop peareHToBE (Kit): KOMMNEkT cCneglans o NoasbparHby DeareHToR (DeakTUE0a ), COCTABHEIX
YACTER M MHCTREYELKA No NPOBEEOEHWK AHANKIA, NPeqHATHAYEHHEIR 0NA ONPEeOenesH ke in Wiro 0OHOMD KoHKDeT-
HOTS BELUECTEA (MNA SKTHEHOCTH eDMEHTA ), HECKONBKWK KOHEDETHEE BEWECTE (UMK CYMMapHOH aRTHBHOCTH
depMeHToR), 8 TAKKE GQNA QOeTEKUMK YHacTea redoma. COBOKYNHOCTE KOMOOHEHTOR, KOTODLIE YNAKOSAHL
BMECTE M NPEQHAIHAYEHE! ANA BENONHEHWA CReUMdMYeckoro MCCNeaoBaHMe AHArHOCT KK #1 Wiro.

MpumeuaHan

1 KoMnoHeHT HEBopa PeErEHTOR MOMYT BENSOYaTs B calii peakTiasl, aHTUTenE, fepMeHTel, By@epHe e pACTEOPSEI,
pazbaB«Tend, KANWGDATODE, KOHTPONEHEIE MATEDWERL W GRYIEe NPSAMETE W MATEPUENk.

2 AganTepoBado [FOCT P S108E—597, onpegenad«e 3.1), [7, cnpegenesuwe 3.10].

3.3 dyyHEUHOHANEHAA XapakTepucTria (performance characternstic, metrological property ). OauH vz
MADaMETROB, HCNOMNE3IOBEHHLIX ONA EYHELWMOHANBHOA $apakTepHCTHEN MedWUMHCKDrD H30anua Qna QHarHo-
THEM 111 Wik,

Mpureps — MNpeden oSHapyMeHUR, APEYUIVOHHOEM L, CMSLUEUYHOEME.

MpumMmedaHwe — VIHEropMauWa o fonae, 4emM o4Ho PYHEUHDHANHEA XaQakTEpMCTHEER ofsHHT TFI-E'fI:"ETGH
anA Toro, 4Tobsl CUEHHTE NPUMIAHCCTE MELMUHHEEOMD @30S NMA ANA JHArHECTHERH (7 WINd GNa NpeiHasHas“esHoro Mensq-
UHHCEOMD NEAMEHSHARA.

3.4 aaaeneHHan PyHELHOHANLHAA XapakTepacTiia (performance claim): Cneylfugadus duHELHO-
HAMNEHOW XA RAKTEDACTAKM MEQULWHCKOrD HIJENUA ANS QUArHoCTHEY iR WIrg. KoTopas QOKYMEHTHROBAHA B MH-
DOPMALMA, NPEACCTABNEHHOA KIFOTORHTENEM.

MopuwmedaHun

i MaoxeT fislTe OCHOBAMA HE WOCNEOOBIHWAY BYHKUMOHENEHE X SAPEKTEDUCTUE, QOCTYNH:IX A&HHEX G PyHRLHO-
HENEHE K XEREKTEPHECTAREE WNH HCCNe0oBaHRAY, onyGNMHOBAHHEN B HEYYHOR NATEDATYRE.

2 AnanTepoeado [1. onpegensdue 2.7

1.5 ousHEa PYHELHOHANLHOW XapakTepyucTHin (performance evaluation) Maydedue MeL UdHCKONS
HAGENKHA ANA QUAMHOCTHEM i Wilro © LeNbs YCTAHOBNEHHA WK NDORE KA 38ABNEHHCR QYHKLUASHANBHOR Xa-
CAKTEDHMCTHEM.

MpumedaHsne— AQENTHPOBAHD |F, onpegenesne 28],

3.6 peaKTHEMLIA HHrpegMedT (reactive ingredient): CocTapsan 4acTe, KOTOPAA YYACTEYET B DEaKLM,
MPEQHAIMAYEHHON ONA COHADYKEHWA UMK WIMEDEHNA BETIAY MM,

2
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Rpusmepsl — AHMUMENs AQOMUE UMMPHOLSAKMUEHOZD MPUCUHE, MEYEHHLIE BESPONUEM; DACMEOQDEL,
PGS ap W e N oDec YeHL W TEUY S MYHedImopec e muam aranuie in vitre 1o -sudposcunposecm epora,
TTr.

Mpare«sasua

1 BydepHsIe pECTEGDEI, SOHCEQEAHTE U CTRBWNEIETODE, KOTOPE B HE WHACTAEYET B PEAKLWE, HE DACCMATDHEARI TER
HAK PEEKTMEHE B HHIQE0HEHThI.

2 BpanTHpoeado [, onpegensHeEe 31).

3.7 nonroBeYHOCTL NpK Xxpadedin (shelflife): Meprog spemen 0o MCTEYEHMA CPOKa rOOQHOCTH, B Te-
YEHWE KOTODROMD DEeareHT ONA JUardoCTHEM /1 Wiro coXpaHAeT caoik cTabuNeHoCTE B CEORH NepBoHaYankeHoR
YNAKOBEE B YCNOBWAX XPAHEHMA, YCTAHOBNEHHBIX MATOTORMTENEM,

Mpuresas s
1 CrabeneHocTe [5. onpegensdse 3.668] W Cpok rogHOCTH [5, onpenenaduse 3.1 7] AENAK TCA CEAIAHHSIME NOHATHAKE,
2 Apantvpoeado [V, onpegenedne 3.16].

3.8 cradbvneHocTes (stability). CnocoBHOCTE MEQWUKWHCKOTD HIOENWA AN QUANHOCTHER i1 WD CoXpa-
HATE CROM CRORCTE B NoSOenar, 3a0aHHEX H3roTORMTENEM.

MparMesasHa

1 CTabWNsHOCTs NPMMEHWMA!

- ¥ pEErEHTEM, KENUBpaTopamM UNK KOHTPONEHEIM METEPUANAM, B CNYy+E8, 80N OHA XPEHATCA, TPAHCIODTERYTER
WK WCNONEIVEOTOR B 3I308HHEIX YENSBUAN.

- F NAMDMNAIMpOE EHHEIM METEDUENAM NOCNE BOCCTAHOENEHUA, pPAGOHEM DECTECREM, MATEPHANAM NOCNE OTERE-
TUR 33MNE4ATAH=OA YNAKGEHW, B CNYHEE, SCNW GHY NPAOTOSNEHE, WCNONB3OBENUCE W XPEHMIWCE B COOTEETOTEMA C
AHCTEYELMAMA WITOTOEMTENR NG NPAMEHE HA D,

- K M3MEDUTENEHSIM HHCTRPYMEHTEM UMK HIMEDUTENEHEIM CHCTEMAM NOCNEe LANUEDOERY.

2. CTaduNEHOCT: PEENEHTE 4NA AMEMHOCTHEN 7 VIlRS MNM M3MEDHTENEHOH CHCTEME 00alMHO PACCYHTIBART ND OTHO-
WEHWK H0 BEEKEHH:

- B TEQMWHAX NPOIONMMTENEHOICTHA MHTEDEANE BPEMEHN. B TEHEHHE KOTODONS METPONOMMYECKDE CEGACTED H3M BHH-
Nock B YOTAHOBNSHHOM DRIMEDE;

- B TEpMWHAX W3MEHEHUA CEOACTEA 33 YOTAHOEMEHHEIA WHTEDEAN BREMEHN.

3 ApanTHpoeato (3, onpegenedke 4149

39 AMArHOCTHYBCKARA YYBCTEHTENLHOCTL (diagnostic sensitivity ). CnocobHOCTE METOOWKW QUAarHoc-
THYBCHOTD WCCNEedoBalna i1 Wing WOeHTUGMUMDCEATE NPUCYTCTBME LEeNe2Boro Mapkepa, coHeTaNWEeraca C
KOHKDETHOE BONEIHe MM COCTORAHMEM.

MpamMe«sasma

1 Tawwe oNpefenfnT KEE NPOLEST NONOHWATENEHOCTH B npabar, rge gonses Gl Te UEnes0R GHANET. MHpOopMaU W
C OMNACE HYEM AWEMHOSTHYSCKMY @ YHELHO0 HANEHBIX CAPSRTEEWCTHE MEQUUWHCKWY WAOENWA GNA QUAETHOCT MKW & vitra ol [135].

2 NnarsocTHYECKED SYBCTEMTENEHOCT: TRKHE BxIPAXAKT L8 NPOUSHT {MHCNoBEAA DONA, yMaoEerHEa Ha O 100),
DACCHHTEHHER NYTEM YMHOMEHHA Y408 HOTHEHO-NONGHHETENEHE X (MTT] 3HEYSHAR HE 100 @ QENeHWA HE CYMBY WOCTHH-
HO-NONOKHTENSHEIE (M) @ NoHHO-CTRRBATENEHE X (JTO] 3HEYSH@A, HNg 100 < TN « N0, JeHHs@ pacyeT OCHOBE Ba-
STLRA HE TEHOH ORTaHAZEUW W MCCN2J08EHWR, NEH KOTOROR § KAXLOI0 oy ineaTa HeCnedoaaHAA SapyT TANeKG O4HY NpoBy.

3 Usnesos cocToAHWe [5, onpeoenadme A 3.55] anpedenasaT Ha GCHOBE KPETEDNA, HE3EBHCAMOID OT DECCMAETRH-
BESMOE METOOWRY HWoCNELOES HUA.

4 ApanTHpoeads 4, onpegenedhne 4.5.1).

310 gMarHocTHYecKan cneyuduuHocTk [diagnostic specificity ) CnocoBHocTe METOOWEW JHarHoCTH-
HECKOND MCCNegoaaHka i1 WIrD pacnoadasaTe OTCYTCTEME UENeaoro MapHapa KOHKPETHOR DOneasy 1Ny cocTo-
AuKA [5, onpeneneuse A 3. 16).

MprmMe«“asHMa

1 Tapwe onpegenasaT KAy NPOUEHT OTPEUAETENLHEE 3HEYEHRA B Np0Bax, rle UeNeEol MApLeD, KAK MIRECTHD, OTCY-
TCTEYET. MHEOODMAYW D OTHOCHTENEHD ONWCEHHA QUATHOCTHYECKAS (DYHHEMOHANEHE " (A DAKTEDHCTHE MEQHLHHCKA X Hage-
MR GNA QHEMHOCTAR (7 wilro o [5].

2 Onar4oCTHYMEcEy CNeuMgMiH0CTE Bl PARENT NEOUEHTOM (HHCAOBOR OoNER. yMeEGHeHH0R Ha 100}, paccuaTaH-
rkabd B2E 100, YMHOMEHHDE HE MECNO HOTHHEHG-OTEHUATENEHEX (WO 3HEYSHAR, DENEHHOE HE CYMMY WETHHEO-OTPELATENE-
s (MO W nomHo-nonokATeneses (M) asasesda wnn 100 « KOAMO « NIN). DasHsif pacseT GCHOBRIREETCR HE TAKOR
ORTAHHI3U N MCCNEO0BEH WA, NPY E0TOPOA ¥ KEXGOro cyBeesdTa ncocnegoaaH=a BepyT Tonsko oaHy npoby.

3 Uenesoe COCTORHME ONPEGENAT HE OCHORS KPATEOMA, HEIABUCHMOTS OT PECCMATOMBEEMON METOOHEH HCCnE-
OoBaHWA [5, onpegensHse A5 55]

4 ApanTMpoeadc @, onpegenedne 4.5 1)
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311 obpaley (specimen) BUoNOriYeckiii MaTepuan, NonyYeHdsN ana OSHapyEEHHSE WK M3MEDEHHA
OOHOA WA HECKONLEME Banu4HH.

fMpumep — KannA Kanuanapyel Kpoaw, 3AMAERA U3 NAMAL HOSOPONIEHHOE0, HAHECEHHER HA KPYMOR -
NEMPOSansHol GyMazl U SLCYWEHHAR HE aosdyxe.

MpumeuaHese — AQBNTHPOEAHD M2 (2, onpegenesds 3.5].

3.12 aWanuTryeckaa nopuwa (analytical portion): Mopuus maTepwana, BIATOMD M3 AHANMTHYESCKON
NEoDE, B KOTORON NQOBOOWMTCA HAMEDEHHE MK HAGMKGEHHE.
[MOCT P MCO 15193—2007, anpegenaqye 3.4].

MpumedyaHs e — AHANKWTHYECKYH NOpuMs SepyT NpaMo M3 NepE@y4+0R anw nabopaTopHoR Npodel, ecnu =e
TpebyeToA NoATroToBLE. AHANUTHSECKYI NODUNK WHOMLE PACTEORROT SNA NONYHEHWA BHENUTHYECKOND PRCTEODE Nepeq
NoMEWEHHEM 22 B HIMEDWTENEHER NpuBop.

Mpurep — Buifumbid 8 MYHEY MRanwems duck hunbmpoganeHold SyMasy onpedenendoso duamempa ¢
HAHBCEHHOU HE HE20 RANUAAADHOD KPOELK, BIAMOL U3 AAMEL HOB0P oXJeHH020 U Gbic)ehHol HE aozdyxe.

3.13 recr-Gnank (test-blank}: Bnadsn (kAPTOYKK]) K3 CNeuraneHol SuNeTpoBaNEHOE ByMarn cnpene-
NeHHBIX [asMEpos | CRORCTA C HANEYATAHHBIMH HA HWX KPYHKAMK ONA BHECEHKA K2Nens GHOMWOKDCTH Y HO-
BODOMOSHHLIX — KPOBK), 4 TAKKE © WHCTDYEUMER OnA nonyqedds obpaiua v BHECeHWA CaedeHdd no
WOEHTHDHKALMK NAUMENTa M BIATORD ¥ Hero obpazua SnommnakocTi. TecT-6namHkKn NpeaHaiHaseHsl GNA Bas.
THA, XPAHEHWA KM TpaHCNopTHDoEKM 0bpaayoa.

MpuwmevyaHaA
1 Ananteposado [10).
2 TpebopaH#A K TRCT-GNa4Ky B 5.7 HEACTOAWEND CTAHASOTS.

3.14 wcyxoe nATHO» KpoBW (adried spoty of blood). BuicywerHoe © onpedeneHHL MY NpegocTopom-
HOCTAMMK W B ONpegenevH X YCNOBWAK NATHO KPOad, NPedsapUTenbH0 HAHECeHHOH Ha TecT-Gnams.

MpumedaHesre— TexHINOTHS H#OYEOrd NATHEr — TEEHONCIAA NEE3HANWTHYaCEOrD 3TaNa GNa BIATHA £ankn-
NARHOA KEOEW ¥ HOBOPOWGEHHEX HCNONLIYETCA NPW HEGHATANMBHOM CEPAHAHTE, 3 TAKHE NPA INHLE MAONOIAYSCHAY CEpE-
H#HTaX ¥ HOBOROHOEHHEIX, QETER W BIPOCAB X, HEMPHMED, CKPMHUHIE GNA BlRENEHW A BHUY, renatnTos @ HocneqoBaHAax
FoOpMaHoe, NENHA08, NeKapoTa. nFIE'I-'H.'I'g.' LECTEA MEeTDda — Manan TREaMAETHYHOCTE, BOIMOMHHICT: HCNONE3CEEHWE MUE-
poaHan\as, NQOCTOTE TRAHCNOPTHOO3aHHA W EpaHeHHR 'EIE'FIE.E Uoe.

3.15 CEpWHMHr (screening): NpocedBadkie — METoD BEHMARNEHHA B oDWed NonynALWA Ny ¢ onpeae-
NEHHOKR BONeIHBI0 WNK QakTopaMi PUCKa B8 PaIBWMTHA.

316 HeoHaTaNLHBIA cKpUHAHr (neonatal screening): Maccooe 0ScnenoBanke HOBOPOKOEHHEIX 8-
TEH ANA BREABMNEHHA EPOMIEHHEIX HACNSDCTESHREX 1a00neeaHy i Ha OOKNMHWYecKor cTagkKd [11, 12].

MpumedaH®e — BCOOTEETCTEMH & NPMHAZ0M MWHILRERCOUPAIBHTHR PO o1 22 apra 2006 1. Ne 185 « 0 MeEc-
COEOM D'SGJ’-.EI.EIL‘IEEHHH HOBOROHOERHEIX OBTEA HE HACNedCTEEHHBIS jaboneEasuAL NECEOQUTCA MECCOBRA HEOHATANE-

HelA CHEMHMHT HE @EMUNEETOHYQWK, TENEETOIEMUK, 3OPSHOTEHMTANsHBIR CHHRDOM, MYE0SMCUWMOCE M BROEZEHHERA
ranoTHpecs [11].

4 TexHu4veckwe TpeboBaHWA ANA rOCYOapCTBEHHLIX 3aKYNOK K pacXoaHbIM
maTtepwanam (Habopam peareHTOB) ANA OWArHOCTHKM in vitro

ANnA pNopecUeHTHOro H MMMYHOMNIDOPECUSHTHOMND aHanM3a «CyxXoro NATHa»
KPOBEH HOBOPOXAEHHOIO

4.1 OBWMe Nono¥xaHHA

4.1.1 Ha npeadanyTi4eckom aTane aMMyHoEnoopecledTHO 1 QncopecUeHTHOND aHanMaa «Cyxorng
MATHA» KDOBH, BEMKOHYAMKLWLEM MANOHHBAIHEHDE BIATHE KDOBK ¥ HOBODOMOEHHELK MY TEA NPOKONS KoKW NATHA,
pACKOAHBIE MAETEDHANLl OOAHAKOBE W HEIABMCHMBl 0T AHANKTE, KOTOPBIA HE0GX0OMMO H3MEDWTE, M
MPEeOCTaEnAKnT coboi:

= CTEDHNEHEE CRADHOUKATODE OOHOPAICROND NONEI0BAHKA WNK CNeUHansHBpe YCTRORCTES ONA NpoKa-
NBIBAHAA KOKH,

= CTEPHMNEHBIE MADMTeBLEE TAMNOHLI,

- MEOMUMHCKAE NATEKCHEIE NERHATEY DE3 TANLKE MMM OPYITHE NOPOWKOE, CTEPUNEHBIE,
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= TecT-Dnadkd 13 GrNeTooEANEHOA BYMark, NPELHAIHAYEHHEE GNA HAHECEHMA BIATEE M3 NATEA HOBO-
POMOEHHOTD KANenk KanWnADHCoH KPOoaKM, ANg NPHICTOBSHMA Nepary Horo obpaiua, TRaHCNoPTHDORKA 1 Xpa-
HEHWA GM0 B BMOE «CyXMs MATE M

4.1.2 Ha asandTHHeckom aTane TexHoNoTMH MMMy oo opecUsHTHOND aHand3a KMMyHODEAKTHBHOMD
TpWNcKEE, 1Ta-rHOpoKCUNDOrecTepoMa, TUDEoTRONHOrD TopMOoKMa KN GRIoODacUeHTHOND aHankaa aquna-
NaHHa WNK FANAKTO3b NPW HEOHATAMNBHOM CKDHHWHME BiNOMHAKTCA C NOMOLWED HAG0poR peareHToR, Npen-
HAIHAYEH HEX CNEUWANLHD ONA EE¥I0M0 W3 AHANHTOR.

4.2 OBWe TeXHHYECKHE, PYHELWOHANLHLIE W MATDONOIMYeCKMe TpeGoBaHWA K HAGopam

peareHToR

TEXHHYECEME W PYHKUAOHANBHBIE XAPAKTEDHCTHEY M COOTRETCTBYIOWME Wi TPeGoRAHUA K TecT-GRaH-
Kam ¥ Habopam pearedToR ANS rocyLapcTBeHHEX 3aKYNOK NPHBE0eHE B paidene S HacTOAWErs CTakaapTa.

YKasaHHbe B HACToAWEM paagens (4.2) obwue Tpebopanun Jon#xHeE BelTe NPeacTaBNeHE B AHCTDVELM-
AX, NpUNAaracMelx K HAGOPAM pEAreHTOR.

4.2.1 MoenTudvKayma KOMNOHEHTOR HABOPORB pearaHToR

MpuseHATENLHS K HABopy peareHTOR KE#ObIH KOMOOHENT JonmeH OuiTy HIBHTAEHUKPOEAH 00WHAKD-
BhlMHM HAKKMEHOBAHWEM, DYKBEHHEIM SD0IHAYEHMEM, HOMEDOM, CUMBONOM, UBETOM CHKPACKd WKW rpadimyec-
KHM 3HAKOM Ha BOEX ATHRETEAX U B MHCTDYEUMK NO Npdmedenno [6, n. 4.2].

Npusep — sflpuseradue daR dUasHOCMUKY In vitFoe UL epahuYecRUl cuMaon: rusdenue medulureoe
dis duagHocnr UKL in vitros.

4.2.2 Ycnoaua xpadeHra u obpaweHna

OonwHe: BeiTe YKAIAHE YONOBHA XPAHEHXA 00 OTEPRTAA YNAaKoBKd, HEODXoOWMEE N8 Noagepmanna
CTABMNBHOCTH PEArEMTOR, KANUMEPATOROE W KOHTROMNbHLIX MATEQHMaNOE.

Donsue: DeTe NPUBEOEHE! MEODBIE MHBIE YCMNOBWA, KOTOPEE BNWAKT Ha 0DDalieHMe HNK XpaHeque pea-
FEHTOR, KANWELATOROE W KOHTRONBHEE MATERPHANDE, BEMA OHK OTNRYAIOTCA 0T NDMBS0GHHBIX HA BHELWHEA YIia-
KOBKE.

4.2.3 MNpegHaiHavyeHHOE NPAMEHEHAR

MpegHaIHaYe o NDHMEHEHAE DONHHD BiiTe ONHCAHD © COOTRETCTREYIOWINMIA DETANAMK, BKMNIOYaA 1l
MEapREMy0 BEMMHUHY, TN oBpaiua. Jonked GolTe YKaiaH BWO MCCneqoBaH-A.

Npusepsr

- UIMEDSHUE FOHUEHITPALYWY MESEoMmpPOoNH20 S00MONE & FCHX0M MAMHEr KPOSU HogopowdedHoze dna
npogededUR HEOHAMANEHO20 CAOWHUHEE HE BPONJBHH LI & UMOM uWEess;

- HIMBDPEHUE KONHHSHMPAUUY caolodHoso Mupokcuda dna nodmeepwdedun duaeHoia apoxdardhozo au-
T L e 8.

4.2.4 MNpUHLKN METOOA KCCNeqOoBaHKA

Donwed BuTe ONUCaH NDHHLAN METOOA HCCNESOBAHHA, BEMNICHAR THN PEAKUWA (Hanpumep, dnioopec-
LEHTHBIR DepMEHTATHEHEIA METOL).

4 2.5 MpocnediBacsocTe: IHAYEHHE, NPUNHMCAHHEIX KANHOpaTopaM W KOHTRONLHBLIM MATEDWANEM Np&E-
BHMNEHOCTI

Honssa ST oNWCAHa METPONCITMHYECKan NpCCNERHEAEMICTE JHAYEHAR, NEHUNWCAHHEX KankbpaTopam
H KOHTPONEHBIM MATEDHANAM NDARHMEHOCTI, BENHHEA MOSHTHEHKSLKID MPUMEHASMEBX DEEDEHTHE MaTa-
PHATNOR WK METOOME peeDeHTHEIX KIMEDEHWA,

Mpumesasie — TOCT FHCO 17511 @ FOCT P MCO 18153 coaepwaT TREBOEaHHA NG NPOCNEXEBEIEMOGTE
0o pefepaHTHEX MATEPWaN0E WANK 40 METOOME PREEeREHTHEIY WaMepeHl S0Nes Bel COLong yDOoEHR.

HonwHe: BelTe NPEOCTAENEHE! COEMEN HA COOTRETCTEYIOWME UCTOUHWEN NUTERATYPEL MIKM S0y 00C-
TYIHYK OOKYMEHTALWE O METOORKE pPRieDEHTHOND WAMBREHMA UMK pedepeHTHOM MaTapHane.

4.2.6 KoMnoHeHTLI

OonsHel GelTe NPUAE0EHE DAHHSLIE O NPUPOLE, YACHE, KONWYECTREE, KOHUEHTDALMA MK COQeDMaHNN MH-
rpeaMeHTOR DEaKTHRE.

HonsHa OeTe npUEEgeHa WHEOpMALKS, KEACAWARCA OPYTHY HHIPELHEHTOR, KOTOPEE MOrYT BNUATE Ha
NPoOUEaYEY HIMEDEHIA,

Mpusmep — Fomeseld ¥ UCMOABI0EAHUK DACMEOD, YOWTWES W UT BTN opecUeHULK Xenamos edaponun, ¢
Tpumonows X-100, pEcycHOD KUCTGMED U XeTaM00aM L.
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MpumeuwaHne — ECNA MINOTORATENEM HEE'DFIE PEETEHTOR EE20EHE EEEne-NHO0 HIMEHEHHA B COCTAR PEAKT®-
BE& MNK APYIHEe HEMeHesHA KOMNOHEHTOR, TO Ap@ 3TOR J0NEHE fielTe obecneqsHsl ra PAHTHY CoXpaHeH#A fyHELWOHENE-
HelX @ METRONOIMYMBCEAE CRONCTE, KOTOREE LOMEHE fiiTe HE EHe YCTEHOBNEHARE HACTOALIMS CTEHOBRTOM.

4.2.7 Heobxonusmon AONONHATENLHOS OBOPYOOBAHAS

DomeHo BelTe Nepedrcnedo noboe cneddansHoe oSopyaoeanse, TpetyiWesca ONA NPaguiEHorg Bii-
MONHEHHA HCCNedoaaHKA W BeI0NACHOTD NDHMEHERWA WADENWA, HO HE NPELoCTAENASMOE HIrOTOBMTENEM.

OonsiHa Sete NpegocTaenena edopmauna, #eobxogumas ON8 Toro, 4Tobbl No3IB0NHTE MASHTIEHLK-
POBATE M NPABANEHD NPACOSIMHATE CNeUansHoe obopyaoBaHne.

4.2.8 HeobxonumMele QONONHMTENLHELIE MATEDWANL]

OonsiHs ST NEDeYMCcEHE MATEDHANL, HE BXOOAWKWE B cocTas Habopa peareHTon M HE NPeaocTaBns:
EMBIE HATGTOBKMTENEM, HO HEOBXOOAMMEIE QIR HCCNEQOBaAHKMA.

Mpusepe
1 — AeuoHuinposaHHan aoda.
2 — Tecm-Gnenky.

4.2.9 NogroToBKa pearexTa
OonsHel GbiTe ONWCAHE BOE ITANLI NPHMCTOBMNEHHA DEaAreHTaloR].

Mpumep — BocoMadoeMenue, CMelUEBHUE, UHkpBayuR, paseedanue.

4.210 XpaHeHue ¥ AONFOBSYHOCTE NOCNE NePREOrD OTHPRITHA

DonuHel BETE NDMBSOEHE YCNOBKME XDEHEHMA ¥ JONTOEEYHOCTE NOCNE NEQROND OTKDETHA BHYTREMHEHR
YNAKOBKWA, BCIA OHH OTNWYAIOTCA OT YCNOBKEA XDAHSHHE W AONMOBEYHOCTH, YEAIAHHBIY HA MADKADODES DEarauTa.

Oon#Hsl OpTe NpHBEOSHE YCNOBMA EpaHEHNA 1 CTA0UNEHCCTE pAtoTaWMy peareHToR, kanuiparopos
W EOHTPONEMBIXY MATEDHMAN0E.

4.2.11 MpegynpexasaHds @ NpeaocTepaeH ia

Ecnu peareuT ONA GHArHoCTAEK N VIS pPACCMaTPURAETCA KAK ONACHEIA, MHCTRYELMA NO NEWBME HEHKID
O0N#HA DkiTh MAPKMPOEEHA COOTEETCTEYIOWMM CHMBONOM ONACHOCTH UMK COOSpMATE CNOBECHOE NPe-
OynpesieHue,

Ecrii ¥pase Mg, NpAMEeHEHBe WY yTHRWIALUKA DeareHTa ANS QUArdocTHER (1 Vi, BEMI0Sas BOIMONHOE
HEMPARKNLHOE YNOTReiNaHue, NPEICTARNSET ONACHOCTE, OONKHA ObiTe NPUBELEHa MHBODMALKWA, KOTORAadA
MO3RGMAET NONEI0BATENKD CHAIATE DUCE

Mpurep — Xumusecran, paducakmueHan uny SUONoeUYec e ONacHeCm b,
MpeumensioT Tpebosanus FTOCT P HACO 14971, iMeiowl ke oTHOWEHWE E didropraniy no Be3onacHocTH.

MpuwmeuaHse— MHOOPMALWA, KOTOPAEA NOIBONAST NONE30OSETENAM YMEHEWHTE PUCK, HE3RBAATCA # HHOIGP-
MayuA no BeaonacHocTHe. Oum, FOCT P ACO 149571,

Ecnn pearedT Qna AnarHocTEEW it vilio CoOQepMKT BEWECTEE YENOBEYackorn MK HHUBOTHOMS NEOKCKOH-
AEHWA, KOTOREIE NPEOCTABMAKT DHCE WHEHUHPOBEHMA, OOMKHD GeiTe NEHBSAEHD COOTBETCTEYVIOWES Nped-
ocTepamedde. domsHa BeiTe npegcraBneda WHGOPMAUWA O DeIonacHomM NpUMEHSHAW W yTANWIaWHK
HCMONBIOBAHHEX MaTepHanoe. Cu. TOCT P EH 13641,

Ecnw pearedT ANA QUardocTARY in vilro NpEOHasHaqeH ans ogHOEDaTHOND NPMMEHEHHRR, J0NMHD GTE
MPHBELEHD COOTEETCTEYIIWEE YRAIAHME,

4.2.12 Coop, obpaboTka W XpaHeHHe obpaiua

OonmHsl SuTE yEa2aHe 0Spaley, KOTORBIA QomHeH Dbl Te MCNONEIORAH, M N0DEIE CReUHansHEg YCNoama
erg chopa, NoefEapHTENsHoR 0BpaboTr WANK YCNOBWMA XDaHeHWA, BENIOHYaA NDEJENEHLIA CROK XDaHeHIAA.

Don#Hsl GelTe NDHEEAEHE MKGEIE CNELMANBHEE MHCTRPYELMA N0 NOAMOTORKE NAUWMEHTA NEREO BIATHEM
opaaua.

4.2.13 MeToguea wococnegoBaHna

Lon#Ho BeTe NpeaocTaBNeHo NoNHoe J8TanbHOe ONACAHME METOOMEN HCCNEL0BaAHWA, KOTORYID Cneay-
BT MPHMEHATE.

MeTooxKa QOMKHA COOBDMATE BoE CTAOMK, HEOBXOAHMEIE 4NA NOATCTOBKK NEPolsl, BRMONHEHWA KCCNE-
OCBAHAA W NOMYYeHnA DeayneTaTa.

4.2.14 MeTogMKa KOHTPONA

LonsHa GeTe NDEgOCTABNEHE A0SKBATHAR MHEDOPMALKA OTHOCHTENBHO (Y HELHOHANBHEIX XapaKkTepue-
T DEArEHTA GNA AMArHOCTHEM #1 WG M COBOCTE NPOBEDEH KX COOTRETCTEMA 3303H HblM CReUMdMKaLHAR.

G
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M PAMBYMEBNHE — MNonesogatens oTEETCTEEHHS! 28 anpenengHWe COCTEETOTEYROUWMAX MEBTIONE KOHTROMA ONA
ca0an ]'IEHDFIET{IFIH:H: H 3B WX COOTEESTOTEHS NpHMaHASMEIM NFEEANEM JNA I'IEEI-GFIETCIFIFIH.

Mpusep — Hdenmudukayus NPUEMASMEIX KONMPONLHEY MaMepuanos, Yacmoma uecnedoaadul HOH-
MPONLHEY MEMEeDUanos.

4.2.15 BuluMcneHHe pesynkTaToOR HCCNaOoRaAHKA
HOorer DelTe 0SBACHER MATEMATHYECKHR NOAX00, HCNONEI0BAHHBIA GNA BLHUCIEHHR PEIYVNLTATA Ko-
CNEO0BAHWA.

I pAMEBNBHWE— N PHEMED BERYACTABHHA MOKET NoOMOYEs NONEI0BATENED NOHATE cnocab pRCHSTE.

4.2.16 MuTepnpeTtayun peaynLTaTon

DonsHel GeiTe Ja0aHel KpUTEDKE NOSTESDWIEHWA MKW OTHNOHEHWA PE3YNETATA OHAMHOCTHYECKOrD W
CREA0BAHRA in Wlro, 8 TAKKE OONONHWTENBHLIE WCCNeaoaanda, Tty Waca B Ciydase, 8cnii NonydeHn Heo-
ObldHEIA peIyYNETaT.

fMpumep — Tpefoganue NOAMOpUME Uccnedoeanue, eciy NEPEOHAYANEHEI peIYILMam RENRSMCR CO-
MHUITTETE M.

Ecny METOOMES MCCNadoBaHusa NpedHaaHaqdesa Ona Nenydedna NonomuTeneHB MK OTPUUATENEHBX
PEayNETATOE, A0MIHE GuTE YETHO GNpEaenaHsl KPUTERKA ANA NoNKWTENEHBX 1 OTPMUATENEHBX pEayNsTa-
TOB C 320aHHEMH NOTPAHAYHBMA 3HFYSHUAMK (OTCEUHEIMHA TOUKIMH),

Oomsio BeiTe 0fbACHEHD QHAMHOCTUHECKOE SHAYSHKE NONYHEHHOND PEIYNLTATE MCCNEO0BaHKA.

Mpusep — HRhopMaY LA O KOHYEHMPEWYUL UMK yHODEaEMEeH0E0 MPpUneuHa (HPT)] & acyxom NAMAHEs KD0-
gy Somes GF Haiun do BO Hadun, nonyyedHan y doHoWeHHO20 HOE0P0NIeHHO20 NPU HEOHEMENEHOM CROUHLHES,
caUd e anbCiitg Fei o Mo paRuEYHOM cocmoARuY, Somee 80 Haivn — o mnodoipedul He MyRoareyudas.

4217 DYyHEUHOHANLHEIS XaAPAKTERHCTHKN

42171 AHanurTryecke @yHELHOHANEHBIE XapakTapucTHER

Horwre: GelTe ONHCaHE AHANKTHYECHAS DYHEUHMOHANLHLIE XA0AKTEDHWCTHENA, OTHOCRLWECA K Npeanona-
ragmony npumededn. Cu. [5, npunosadse Al

Mpusmep — AnA smemodus KoMEueciieeHELIX UIMepesud: npeden UsMeperUA, BHATLM UYECKaR CiTeyugy-
HOCH L (S0 ¥aR GHM ephepup el ve §8Wecmaal, Npas unsHOCTE WAL NPeyUINoHHOCME (TTOam opmaM oL,
NpOMEN M OYHAR TPeUUIUOHHOCME, B0CNpouTaoduMocmik).

I pHMEYSEHWE — PYHELAOHANBHEE XADAKTEPACTHEN MOTYT GEiTs LaHREI B CpagraHddi C Mel UHHCHEAM B30enu-
M ONA QGUETHOCTHER 1T Wi, NPeACcTAENEHHE M 8 el HEE. MoxeT BeiTe NONSIHEM TREPHYe CHOE NEEgCTEENSEHAE CTATHE-
THEW DEFPECCHA W KOPRenagEn.

4.217.2 MuTepean wamepeHna

OnA KoONWHECTEEHHEN METOOWK MCCNEa0eaHdA AonHeH GoiTe NPUBEOEH WHTEDRAN KOMUSHTRAUME, B
Npeaenax KoToRons yHKLMOHANEHEES XaPaKTepHMCTIEA DEAreHTa ONA QUArHOCTUEA N vitro ARNADTCA Banig-
HEIRM,

Npusep — Om 5 do 500 Mons.

4.2.18 Buonormyecekue padepeHTHLIS MHTEDEAN

OnA KonUYecTBeHHEX METOQWE WCCNEOoBaHMA DOEHsl ObiTe NpuBegeHsl Buonorwdecke pedepen-
THENE MHTERBEAME C ONACAMWEM pedeDEHTHOR NONYNALMK, YEaJaHnel YHCNa cyBhakTon W COOTEETCTRYIOLLMX
MCTCUHKMEDE MMTERaTyY Pk,

EOWHHLE, B KOTODBIX BRpa#ed pedapeHTHER WHTEPEEN, J0NMHE COOTEETCTE0BATE @ LMHALARM, B HOTO-
PEiX BhDAMEHE PEIYNETATE HIMEDEHAA.

Mpumesas e — HAbopmalnsg, 0THOCA W YHCA K ONMCaHW D BR0Nornieckt s peepeHTHEE MHTEREANDE, CM. B
{9, 14,15, 16} MoryT GriTe NpHBSAEHE COOTEETCTEYIIWWE IHAYSHAA MEJNLHHCKRE PEWAHWA

4.2.19 OrpaHv4eHHa METOOWKW WCCNeoBaH A

Donsuel GuiTs ondcads MOEsE OrpaHUYeHnA MeToOMEY MCCNeNoBaHUA, BEMI0YaR UHDOPMALMID, OTHO-
CAWYIOCH K CNeayiowMm AcakTam:

a) WIBECTHBIE KNMHWYECKH Brvasue tHTepde pUpyIoLWE DeWecTEa;

£) WCCNEfoBaAHWE HECOOTBETCTRYICIWKY TPeOoRAMMAM 0OpAILORE M BOAMOMHLIE NOCNEOCTEMA ATOM0,
ECNK WIBECTHE,
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B) fakTope ¥ 0GCTOATENECTEA, KOTOREIE MOMYT BAKATE HA PEIYNETAT, BMECTE © MEDAMH NPES0CTODON-
HOCTH, KOTOPEE NO3IBCNAT NEedoTapaTuTeE NONYHEHAE HEBEPHOTD pEIyNLTaTa;

7] BOIMOHHOCTE NEREHOCE MEKDY NPOGaMA, Koraa aTo QONYCTHMO,

Meumensot Tpeboaanua TOCT P MCO 14971 oTHockTeness uudopmaym no DeagnacHocTy,

4.2.20 BuGnuorpathMyecrie CebinkM

LonsHol GelTe NPHBEAEHE! COBITKH Ha NHTERATYDHBIE MCTOYHHKM.

4.3 ObwwMe TpeboBaHKA K NOCTaEKe HAbOPOR peareHToR

KoHEpeTHES B0l 33KYNaeMsX Ha00POE PEArEHTOE JABWCAT OT BOIMOMHOCTH WX a0anTauUMe K COoTRE-
TCTEYRHUMM NEKBcpan 1 0BopYQOBAHMID ONA WMEYHOGNIOODECUEHTHOND WNW GreopecUledTHOND aHanKaa.
Kaxoei einn HabopoB 3akynaeTcA OTAeNEHEIM NOTOM.

4.3.1 CpoK rogHoOCTH

Cpok rogHocTi Hatopos — He MeHes 10 MecRUen ¢ 0aTk NPOWIB0ACTEA W HE MeHEE & MECALEE © NaTki
NocTagkK. CpoK rogHocTd gorosesd OeiTe yEa3aH Ha ynakoeke Habopa.

4.3.2 YocnoBuA XpaHeHWa

Hafopsl peareqToR QOM#HBl HPAHMTECA B 23lMWEHHOM OT BAArd MEeCTe Npl  Temnepatype
+2 0. 48°C.

Mew HEOSXOOMMOCTH B MHCTRYELMM Jon#Hel OeiTe yEa3ans ocobwe Tpebosanus K yonoamAM xpaHesHMa
OTOENEMBIX KOMIOHEHTOR HABOPOR.

4.3.3 YcocnoBwA TpascNopTAROBaHKA Habopa

TemnepaTypa oKDY HaKWEeR COe0L NPpA TpadcnopTupoake +2 “C . +8 "C. JonyckaeTcA TpaHcnopTHpo-
BAHWE NpW TEMNEpaTyYpe a0 +25 °C 8 TeweHde 00 3-8 cyTok. MNpH HeobX00WMocTH B MHCTRYELMKE OoNHHE GhiTe
yEa3aHE 0cobble TpeGoBaHKA K TDAHCNORTHROBAHKID OTOENLHEIX KOMIOHEHTOR HABoPOoB.

4.3.4 ConpoBOOWTENEHAA OOKYMEHTALWA NpH NOCTaExKe HabopoR

Hatopsl peareHToR QoN¥HE BulTe pPAIDELUSHE K NPUMEHEHHID Ha TeppUTOopMKd Poccunckol Defepauid
B YCTAHOBNEHHOM NOPROKE ¥ OOMEHE WMETL!

a) CBEASsHHA O PEMMETDAUMOHHOM YOOCTORSDEHMM, BblZaHHOM MArGTOBKTEND B YCTAHORNSHHOM NOpAL-
HE YNONHOMOHEHHEM PedepantHbli opraHosm NCRoNHWTENEHoR Bnacty PO e cdepe 3apaBooskpaHEHHA,

G} MHCTPYKLMIO NO NDHMEHEHKO WK DYROR0ACTRS NO JECIAYATALMK MESWLMHCKOTS H3OENKA ANA No-
NeaceaTens.

Boe BollUEeyKadaHHEe JOKyMEHTEl DOMKHE DbiTe NPeOcTaBNeHk Ha DYCCKOM R3kbIRE.

4,341 Tpebopauus £ MHCTRYELMM K Halopy pearenTo

MHCTRYKLHA K Habopy pearesTos gonska BsiTe NpeocTasneHa WaroTORMTENEM Ha PYCCKOM Adkike. T,
n. 4.2 WactoAwers cTakwgapTa, [6.pasaen 7).

OCeooboe BHMMaKME QONHHO GeiTe YOERNEeHD MEPaM NpeLocToROMHOCTH,

4342 Tpebonauus K CepTUHKEATY KOHMTRONA KEaYecTRa

CepTUdHEaT KOHTPONS KAYECTRa JOMNKEH NPESCTARNATE CODOH NOEYMEHT Ha PYCCKOM A2RIKE, KOTODLIA
NPegocTARNASTOA NONEOBATEND AITOTOBWTENEM BMECTE & Habopamd pEareHTOR KOHKPETHOMD NoTa. B capTu-
drEaTe KOHTPONA KAYECTREa A0MHHS DnlTh yEaZaHD:

= HAMMEHOBAHWE WArOTOBMTENA HADopa peareHToE,

- HoMep wabopa No katanory;

- HOMED NapTys (HoOMED NoTal;

< COCTAB HAGOPa (KOMNOHEHTRIY,

< HOMEp MoTa Kawooro pearadta (KosnoHenTa Hadopa),

- Darta MCTedqeHHA Cooka XpaneHWA Habopa,

= RanKBpatopsl, KOHUEHTDAUWA aHankTa B KpoaW B saxaom kankbpatope B eguHrgax CH;

« ROHTRONbHBIA MaTEPHan B HOPMANEHOM JHANaIoHe KOHULEHTDaUMH,

- DESYNLTATE ATTECTALMK KOHLUEHTDALMK SHANKTA B KOHTPONBHOM MaTEDHANE & Bro HOPMAaNsHOH Kok-
UeHTpauKen {cpegHAn apudsieTHYeckan M JONYCTHMBIE OTENOHEHMA OT CRESHER apudMETHYackon);

- ROHTROMNBHBIA MATEPHADN B NATONOMMHECcKoM SUANASOHE KOHLEHTDEUNH,

- pEIYNLTATE ATTECTALMW KOHUEHTDALWM AHANKTE B KOHTRONLHOM MaTEDHane ¢ NaTonNorHYeckor KoH-
UBHTPpaUKER [CpegHaAn apidBieTHHEckan W QONYCTAMBIE OTKNOHEHKA OT CRESHEA apUdMeTHHRCKOE),

= HaKTOp KOHBEDCHH earHuy, Hanpusmep, Wa i 100 Mn 8 MEMone'n (KoadduukeHT nepecyaTal,

= METOO aHannaa;

- MEDG NPEOOCTORPOKHOCTH NpH LaboTe o KAanNKERATOPAMA W KOHTPONBHEME MaTERUANAMK, NOATEED-
HOEHAE TOMD, 4TO KArOTOEMTENL FARARTHDYET OTCYTCTEME B KPOBK, HCNOGMNBI0BAHHOA ANA NPUIoTORNEHKS Ka-

g
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NAGPATOROE K EOHTPONLHLIX MATEDHANDE, AHTHIEHE BUDyYCca renatura B, adturen K supycy renatura C, a
TaK®e auTuTen Kk enpycam BAY 1 + 2;

- 0ATa aHanKaa.

CepTHdHKaT KOHTPCNA KAYecTea gonked OelTe NOgTEEQHOEH (3ABEDEH) CNELHANKCTOM HIreTo-
BATENA.

4.3.5 Hanwuue cepREMCHOW cny®oil ANA oBCNYHHBAHWA PETHOMA, ONA KOTOPOrDs 3AKYNAKTCA Ha-
GopLl peareHToB

Mpia aakynkay Habopos PEArEHTOR A0nsMO SkiTe 0BECNEYEHD HANWYWE CELEMCHOR cnykbsl OnA oGcny-
HUBAHKHE PErHoHa, ONA KOTOPOrS 3axynanTes Habopsl pearedTop. MNocTaBWWE KNW NEpoKMABogUTent tabopos
OoMmses CooflWWTE HAaMMEeHoBaHKWE, agpec, Tenedon/fake, INeKTPoOHHBIN adpec OPradd3audd CepBucHOR
crywbe.

5 TexHMYecKHe XapaKTepMCTHKM pacXoOHbiX MaTepHanoB ANA AWarHOCTHKK
in vitro anAa NopecUyeHTHOrO U MMMyHoMhNOopPeCcUEHTHONO aHanu3a «cyxoro
NATHa» KPOBW HOBOPOXAEHHOrO

51 TexHWuyeCKAE XapaKTEPHCTHRK TECT-BNaMkon QNA NONYYeHWA «CYXOTo NATHAY KanUNNApHoR
KEOBW HODOPONARHHOMD

5.1.1 BHewHWH BUO TeCcT-BNaHKa

TecT-Enaqy Aomeed NPeACTABNATE coBoR KApTY © TEKCTOM WHCTPYELWK N0 BIATHED KPOBM HA DYCCROM
AIBKE, MYHETAMA OMNA BHECEHKA WaPHEOB0A DYYROR MHRODMALWMA O HOBODOWOEHHOM M YETEDEMA MW METEI
EPYHESMHA, HANEYATIHHLIMKA © OOQHON CTODOHE (MMM © 052K CTOROH) NYHETARHON MNKM TOHEHHOH NMHdel, ans
HAHECEHAA KPOoBW. TECT-GNaHkM AoNHHE SHTE HArCTOBNEHE M3 dvNeETpoBanEHoN BymMant Tna Whatman 903
HIMA AHANCTAYHON MO CROMM CRONCTESM .

Mpuresanis

1 Moanotid GENETPOBENEHEA GyMard ¢ aCyXEMM NATHAMKWS KPOBY ¢ €aNAGPATOPAMY ONA NOCTPOSHHA KanWipa-
BOHOA KPMEBOA M KOHTRONEHEIMA MAETEPRANEMY NOCTABMAKTCA B HAGOPAX PEATEHTOR ANA HIMEDEHHA COOTESTLTAYH-
WHE BHANATOE, WITOTEENHEAKTCA W3 TOA e PHNETRCEANEHOR ByMard. 4To ¥ TecT-ONaHkd GNA B3ATHA KROBW ¥
SN RN ES

2 Naafibe ¥MMWHecEne CPEACTEE, ROTORL E WCNONEIVIOTEA ANA HENEYATEHWA KPYSKOE, HHOTPYELMM N0 HIHECaHWED
EPOBM HA HWX WA NYHETOE MHEODMELUHY O HOB0P0REAEHHOM, HE DONKHE MHTEREEePMPCESTE B AHANWTHYSCKOM NpOUACCS
{10].

5.1.2 CranpapTuzayna (punuTpoBanLHol BymMard ana Tecr-Bnadkon
DuNeTpoBankHaa Gymara ona TecT-Dnankoe JoNMHa BbiTe CTAMIADTWIORAKS NO TONWKHE, NNOTHOCTH,
pH, copepmanme aonke.

Mpruressasde— MHDOPMELMA © TEXHHYBCKNE X3DEKTEPUCTHARAY D@NbTROEANEHOA Gymard gna rect-BnaHine
Oonxea BeTe NREOCTAENSHE HAMOTOBMTENEM NO FANPocyY Nansaceatens. [4], (10, Npanoxedsa Cw D).

5.1.3 Bpewma abcopBuMuy EpoBH HA GUNLTROBANLHOW Oy Mars

Nna nATed, kKoTopeia obpayoTeA NpK HadeceHdd 100 sKn KpoBK [C remMaTokpuTom 55 L 1 %), spema ab-
CopbUWH KPOBW OOM¥MHD BeiTe B cpegles 12 ¢, adanaiod 5—30 ¢ [10].

5.1.4 [WameTp NATHA KPOBW M CPeOHMH 00LEM CLIBOPOTEA B AWCKS AHAMBTROM 3,2 MM

Nuarmetp natHa 100 MEM HAaHECEHHOW KpOBW {resatoxkpuT 55 L 19%) aonsed OwlTe HE seHee 16
(15—17 pm). CpegHii oD beM CHEOPOTEM AN OMCKa OWamMaTEoM 3.2 Ma B0WTOr0 Wa NATHA WMa 100 KN KpoBK
C HMHTAETHLIMA IDUTPOUMTAMK W resaTorpuTom 53 %, gomsed Geite (1,54 £ 017} sen Ha guck vnu
(1,3 £ 0,19) san w13 100 BN reMoNnIMpoBaHHOE KposiA [10].

i PAMBYMEBERHNE — [deameTp nacke0is NPoNUTIHEONG KPOERK KDYHED (MATHA (pOEW) HA TecT-Bnaske @ guasmeTg
BeBHBEEMOrD W3 HEMND GUCKA ANR AHANA2E 00N ¥HR GhiT YERIAME UAFOTOEMTENEM B HHCTRYELMKA K Haﬁﬂp ¥ pearaHTos. n P
HWAMEHEHM® HATOTOEMTENEM =abo pE pEAreHToE TaXxHWvaCdiel XapakTeoMCTHE TeCT-GNaskoE 0oN%Hel DeiTh ofeoneseHm
rapaHTHy COXPAEHEHNA PYHEYUOHENEHEE @ METPONOrAMSCHAY CBORCTE WIMSDEHNA AHANWATE, EOTODRIS QONMHE belTe He
Eyme YCTAHOEMEHHSIX HACTORALYMM CTAHOAPTOM.

5.1.5 Ycnoawa xpaderHa
XpaHEHHE HEBCKDLITOR YNAKOBKH NPpK TemMnepartype +8 "C._+25 °C.

5.1.6 Cpok roHOoCTH
CpoK rogHOcTA He Mekee 2 NeT ¢ 4aTel NPoUascgcTea.
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51.7 WHdopMMauma MAroTOBATENA HA TECT-BNaHKe

Ha TecT-Gnadke AonsHbl BeiTh VEAIAHE HAWMEHDBEAHWE HATCTORATENR I:H{HE:TEHIJ.I,HKEI':I, B0 MECTOMHaXOH-
oenne, agpec, TensdioM, HAaNMEHDBAHKE NEOOYELMK, HOMED NADTHH, HoMep BNaKka, YoNoRKMA XPaHeHia, CooK
rogHoCTH © SaTtel NDOMIBOACTEA, WHGODMALWA Ha PYCCKOM S3kIKE O CNOCODE HAHEOEHWA KDOBM Ha KDyHKM
TecT-DNaqHka W Mepax NpegocTOROHHOCT M.

Mpistepe

1 [ToayHeHHE e MAMHAE HEGEY Sk C YW HSERIM Ha aoidyxe 8 MeveHue 2—3 § & 200UF0HINBNEHOM TOMOMEH LU
Mpu KOMHSMAD D Memnepamype (+18 “C... #25 “C), uabezan monadaduR CONHESHBIX MYYWED.

2 DOpa3ysl KPOEU, HAHOCUMEE HE UNLMposansHy dymaay, He donkne codepwams 30TA so valiema-
HUWE UCKEWEHUA DE3YNLMAaM 08 SHAMUIE.

MpumeuadHuswe— Cnocol B3ATHR ofpa3uce KpOBW W3 NATEA HOBODOHIAEHHOMD M HEHECEHHA KANNM KpOEM Ha
Kpywor TecT-Gnaska onncad [10, 17].

5.1.8 Wudopmauna o HOBOPOHASHHOM Ha TecT-BnaHKe

Ha TecT-Gnadke gonsHo OpTe MECTO GNA YEIIIHWMAL

= HAMMEHOBAHWE YHPEXOEHWA I0DABOOXEAHEHHA, B KOTODOM NPOHIEEJEH0 BIATHE oDpailyos KpoBK v
HOBODOWASHHOMD pebenKa,

« & .0, maTepu pebedra;

- Agpec BeiBbiTHA MaTepd pebaka;

- Tened oM MaTepd pedeHka;

= agpec NpowKEanknA pebeHka;

= NOPAGKOBEIA HOMED TECT-BNaKka ¢ 00pasLoM Kposau,

= NN pebeHka (REHCKMA, MYyRCKOR)

- Oata poaoe;

- HOMER MCTORKMW DoO0E;

- MACCA NPW DONKOEHEA, TDaMB;

- cocToAHWe pelexka (agopoa/foned — guarkos);

= Darta BIRTWA oDpaiIua kpoBK,

= OOHOWEHHEBE A HEOOHOLWEHHBIA/CPOK NecTauWy, Henenk,

- HAaMHANKAA, WA, CTYECTRD NCUE, OCYLLBCTRNABWETS BIATHE KposK [17].

52 YoTpoHcTEa ONA BIATHA KANWNNADPHOHE KPOBM WA NATHHW HOBODOKOSHHOMD pebeHKa

Ona nony4eddn QocTaToHHoro KONHYecTEa KpOoBK GNA NPOKCNa NATHY Ha 22 NNaHTADHOA NOBEREHOCTH
CREOYET MENONLI0BATE CTELUNbHLIS CRAPKDMEATORE OAHOPAZ0BOMD NONLACBAHKA, NHED YCTROACTBS ANA HAL-
Qe KO NATEA HOBOPOMOEHHOTD,

MMyByHa NPpoKona He JoMsEHa NEeBLIWEaTE 2 M B AICEHAHME NOBPEHOEHNA KOCTH HOBODOMOEHHTO,
YCTROWCTRO ONA HAODEIS KOWH MATEN HOBODCHIAEHHOMD NO3BOMAST MOMYYHTE QOCTATOMHOE KONWYECTRO KROEM
NP CTAHA2PTHI0BAHHOM paspeae rmyBuHon 1 Me | gnaaci 2.5 s [10], [17].

5.3 TexHH4ecHre W PYHEWHOHANLHEI? XapaKTepUcTHEM HADOPOB PeareHToR ONA HaMepeH A

AHAMNKTOR METOAOM (hRICOPECUEHTHOrS W HMMYHOHPRIOOPECUEHTHOMND AHANKIA 4CYROro NATHAR

HPOBW HOBOROMOEHHOrS ONA AWarHoCTHERN in vilro

MereegeHHbe TREBOBAHWA K *apakTEpUCTHEAM HABoOPOE PEArEHTOR ABMAKTCR MAHHMANLHD oMY CTH-
MbiMH. Habopel DRErEHTOR PAINKYHEE MATOTOBUTENER, NPEAHATHAYEHHEE ANS HAMEDEHWA AHANATOR NDK He-
OHATANEHOM CEDWHMHIE B oCYXOM MATHER KPOBK C HCNONBICBAHKENM JDYTWE METOQWE. O0MDHEHLl MMETL
DYHELWOHANBHEIE AHANATHYECKHE XADAKTEDHCTHER HE XyHE YCTAHORNEHHEX HACTOALLKWM CTaHZaDTOM.

5.3.1 HaGop peargHTOBE ONA MIMEPEHWA KOHUSHTPAUWH PoeHANanaHWHa B «CyXHUX NATHAK»
KPOBH HOBOPOMASHHLIY MeToaoM GROPECUEHTHOrD aHanKaa in wilFo NPA HEOHATANLHOM CKpH-
HHHIE

5.3.1.1 MNpeaHaadadeHdos NpAMeHedne satopa

Hatop peareHtos NpegHaIsaden O0A MIMeDeHns KoHUEHTEauMK ernnanaliEa metogom Qnoopec-
UEHTHOMD aHaN¥Ia 0 wire Ha nioopoMaTpe MNaqd WeTHOTD TUNA [aHand3atope QnioopoMeTpHYeciom) B ob-
paiuax EPOBH HOBODOKGEHHLIX B BAGE «CyXHE MATEH: KDOBRM HA TecT-Gnaskax M3 GuneTpoBansHoR Gymand
NPA MACCOBOM CEDMHMHMNG C LENE BolABNESHHNS HOBODOMOEHHBE C e RNEETOHYPHER M KOHTDONA COCTOAHMA
BlIABNEHHBIX GOMEHEX.

10
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5.3.1.2 MpyHyWMn sMeToga

OnpeaeneHde OCHOBAHO Ha fNINODECUEHLMK KOMNNEKEa ReHUNANAHMHA B PEAKLMA C HHHMADPHHOM.
Peakuna yornveaeTcs aunentngom L-neiduun-L-ananvHom B nprucyTeTemn Sydiepa. MeqHsia pearauT Monos-
AYETCA ONA SanbHEAWErs yorNesna fnyopecUeHUEm,

5.3.1.3 CnexTpansHo-NoMHHECUEHTHEIE XapakTeprCTHEM

Makcusiyil QNyopeEcUeH UM Ha ONdHe BoMHe 486 HM NDA BoI0y s OSHHH Ha OnKHe BonHel 390 uum. B aa-
BHCHMOCTIA OT TNa NNadWeTa ¥ Tena GnoopoMeTEa HaMepeHre GNnIoopecUeHUHA DONKHD NPOMIBoONTECH B
OWanascHe AnMH eond ot 440 oo 620 M npr soaBysaediad or 330 iMoo 230 [

MHTEHCHBHOCTE (NKCPECUEHLKK NPONOPUAGHANEHA KONWYeCTEY MeHHnmanaduHa B npobe.

Mpumesasuwe— Tan npubBops @ THN NNAHWETAE J0MKHS BRTE YEEIAHE WITOTORM TEMNEM B WHCTRYELHE & HEG0-
oY pEATEHTOE.

5.3.1.4 MeperdHeie obpazys ONA aHanmaa

HenocpelcTREHMHOS ONpedeng e NEoecouTCH B QUCKas OUMamMeTpor 3.2 MM, KOTODeIE BulGWBAKITCA C
MOMOWED CRSUMANBHONS YOTRORCTEA (MHCTPYMEHMTA ANA BRIGWBaEMAA OuCckoR, npobodduka, o no 4.4,
M2CT P 55892 1) M3 «Cysux NETEH KPORA HOBOPOROSHHLIX Ha TeCT-GnaHxax QUnNeTRoBansH0A Gysand Mapkn
Whatman 203 un# aHanori4Hol no CBoHM CBONCTEAM.

5.3.1.5 HKonW4ecTeEs OnpeaensH9@9

DouH Ha0op DoMmEeH BelTh DEcCHMTAN HE MaHes Jer Ha 960 onpegene i,

53.1.6 KomMmnoweuTs Habopa

B cocTae Habopa QonkHE BX0OHTE.

= Kanubpatopel {HEe MeHes B yDOBRHEW) © ATTECTORAHHOW KOHUeHTpauwel dedHWnanadwHa ot O oo
1240 MEMONE N, NPEGHAIHAYEHE ANA NOCTROSHWA KANKODoRoMHOW EpHBod. JoniHel COOSpaTeCE B JaKDBI-
TOM NNACTHHOBEOM KCHBEQTE C BNATCNOMOTATENSM ¥ NPeACTAENATE COD0M BLICYLeHHEE NATHA KpoBW Ha din-
NeTROBANEHOR SyMare ToA e MApKH, H3 KOTOPOW BEMNONHAMNTCA WCCNEOoBAHMA «CYXHX NATSH: KPOBW
HOBOPO#OEHHEIX. [TonHas KANHBRoROYHAA KDHEAA ACMHMHE BRITE NOCTRORHA ONA KANOOMD NNAHWETA.

MprmMe«sasHaf

1 3HEYSHEA HOHUEHTRALMKM @EHMNANaHHHE B kanubpaTopas, KoN4ecTan LanBpaTopoE, CROK MOSQHOCTA # Yond-
BHA KpAHBHNA QONHHE ObiTh YEA3AHEL B AHCTRYEUME & HEGapY. TOMHEE JHEYEHHA HOHUSHTREUHA DE=MNANEH MHE 33BHCAT
oT nota Hatiopa peakTians, ceprd kanHBpaTopa, ¥ BoNHHE GBTh YREZEHE B KOHTPONEHOM CEPTADWKETE — CERTadHiaTe
HAYECTEA, NPUNEraeMom K HESODY. W HE STHEETEAX K KasaoMy EenuipaTopy.

2 MaroToBHATENE OONHEH NDELCTARMTE WHEODM A4 K O METOAa BTTECTALMM JHAYEHHA B KaNwEpOEG HEI% MATEDW-
ANax, & TACHE QAHHEE 0 NDOCNEHAEABMOCTH SHEYEHRA PEIYNaTATOE WIMEPEHAH B FANKEPOBOYHE ¢ METEpUANAR. 3TE #H-

POPMAELMA A0MKHE B5ITh YHE3EHE B MHCTPYEURM & HABopy peareHTos.

< KOHTRONEHERE MaTepuane. JonesHo OpiTe HE MeHas 2-X KOHTRONEMEIX 00pa3uoe (He MEeHEE 3-X NATEH
ONA KaHO0W KHOHUEHTRAUMK) © KOHUEHTRAUWER DeHrNanad ia B 0GNacTH HODMANLHLIX W NOBLILEHHLIX KOH-
UEHTDALMA. KoMTponeHEE MaTEDMans Kax ol KOHUEHTRaUWY O0NHHEl COO0Sp¥aTRCR B 3aKDLITOM NNACTHED-
BOM KEOHBERTE C BNATONOIMOTATENEM ¥ NPEICTARNATE COB0NR BoICYUEHHRE NATHE KDOBM Ma hiMNETPOBANEHOR
ByMare TON He MapKK, Ha KOTOPOR BLINONHAIOTCA MCCNEO0BAHMA KCYKK NATEH KPOBH HOROPORIEHHEIK.

MprurMesasua

1 3HAYEHEA KOHUEHTDALMK @IEHMNENEHMEA B « CYXMX NRTHA K E0HTRONEHBIX MATERMANOE NPEEMNEHOCTH, KOMNMHEL-
TEO KOHTRONBHEX MATERHANGE, COOK MOAHGCTE M YGNOBHA MY XDAREHUA LonEHE GelTe YR333HE B WHETPYEUMY K Habopy.
ToumEE IHEYEHUA KOHUEHTRAUMY PEHUNENEHRHS B KOSTPONEHBIX MATEPUENAY JONEHE OkiTe YKA33HEl B KOHTPOABHOM
CERTHMHEATE [CEDTHWEATE KAHESTEE |, NPUNEraeMos K raopy PEAKTHEOR, W HE STHEETKAX HE KOHTPONEHEIX MATERHANE.

2 MHMOpMALMA O METOO0EY BTTECTELWE ZHEYEHHA KIHYEHTPAUMY (PEHHNENAHEHE 8 HOHTRONbHEY MATepRanas
nonx=a GuTe NPEQCTEANSHE B WHCTPYEURK £ #a00py pRAKTHEOR AW B NECAOPTE K KOHTPOMNBHEM M3 TEpRANaM.

3 MHEOpMALMA O NPOCNEXEESEMOCTE SHAMEHWA DE3YNETATOE HIMEDEHNA KOHUEHTPAUMA (MEHMNENAHWHE B Kanu -
POEOMHBIY B KOHTRONBHE X MEBTEDUENAX NPEEANEHOCTH QONHHA ObITe NPEOCTABNEHE B WHCTPYEURW K HAGopy peadTrE0E.
Cum.n. 4.2.59 HECTOALWATS CTAHLAPTE.

4 Peromesayetca y4acTee nadopaTopid 8 NPOrPEMMEL EHEWHER OUBHEW KAYECTEE PeayneTaTOE ONpeOeneHnR
HEHHNANEHNHE B «CYXWX NATHAX» KPOSM NOWM HEOHBTANBHOM CEPWHWHTE]

= PEAKTHE ONA BblLENeHEA (3RCTRARLMIE e HUNANAHKES ) W3 UENLHOH KEPOBA (3TAH0N, UWHHE-CYNEDaTHEIR
HNW OpYroHd pEaETHE, SCNW 3T JONYCTAMO ],
= PEAFEHT C HHHMAODWMHOM,

= DyipepHeR pacTeop, pH 5.8,

"
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= L-neAunn-L-anaskH Nopowor ke pacTeop & Bydepe,

= MEOHEA pearsuHT,

= MHUERONNAHWETE Ha 98 NyHOK KaKasIA, © MNOCKHMM QHOM, ¢ BEMNBIME KW NROIDaYHbIMKE CTEHEI MK — B
JABACHMOCTH OT THNE NNAHWETHOND ropOMETPa, K3K YHAIaHo MAraToRHTENEM;

- MHCTRYRUAA K Habopy peareHToR.

5.3.1.7 AHanWTWHECKWE XapaskTepHCTHER

a) MNpeudIoHHOCTE peayNLTaToR

MEnoneaya KOHTRONEHEE MAaTEDHaNL Wa Habopa HAroTORKTENR, CNedyeT BuNonNHAT: QBORHLIE HaMeDe-
HAA MO0 KOHTRONBHOMS MATERHUANE B KaW 0N CepMil MaMepeHiii,

MoryT BeiTe MCRONLICBAHEL KOHTRONEHEIE MATERHAN LI PYIHX MAIFOTOEHTENEA C aTTECTOBAHHLIM IHAYE-
HAAMA EOHUEHTRALWA heHMNanaHiia B «Cyxx NATHAX: KDOBW @MO0peCUSHTHRIM MaTomok. MonyJdaHHbie
IHAYEHHA KOHLEHTRAUKK DEHUNANAHWHA B HIMEPEHHOM KOHTPONBHOM MATERWANE JCMMHE YENAOLIBATECA B
OCNYCTHMEE NPEJenkl, YCTAHOBMEHHEE WAroTOBHTENEM M YKAIAHHES B CEPTUMEATE KOHTDONA KaYeCTRE M
Ha ITHEETKE ONA 3TOMD KOHTROMBHOND MaTepHana.

MoumedaHrA

1 MNpH BHeWHER OUBHKS SAYSCTES PEIYNETATOR GNA KOHGEHTPAUN DEHANANZHMHE B sCyEHE NATHEX KOOBH MOTYT
Gkl Te MPUHATE CNEayOUHRE GONYCTHMEIS 3849 8H WA

- OTHOCHMTENEHEA BHYTPUAHBEHON PAIMak MEROY SEYMA HAMSDEHHAMA B 0OH0R cepUn — He Bones 15 %,

- OTHOCHTENEHEA MEXOHESHOA PRIMEN MERLY OBYMA CEPUAMKH (CPEOHUMA W3 2-% H3MepesHd ) — He Bones 20 %,

- CMELEHHE CPEAHSMO H3 4-5 RAMBPEHHR |2 C2pHK N0 2 HAMEREHWA] — B CpedHeM He Gonse 18 %

2 Dandeie DUBOE, NonyYeHHEE NPA SHELWHSA DYEHKEE SE4ECTEA PEIYVNsTATOE ONDEDSNEH HA KOHYSBHTPRUR fSHE-
NANSHEHA B «CYX@X NATHAN s KPOBEH B CRELMENW IWpOESHERE NABOPATORHAX HEDHATANEHOMD CEPUHEHIA NPH DEACTAYIDULER
CHEME BHEWHEND KOHTRONA K84eCTEd, NPedOCTREENSH: BHCEOK.

G} HyBRCTEHTENEHOCTE

MuHMMansHas QoOCTOBROHS ONPeJenAesMan KoOHUEHTPAUKA EHUNANAHKMHA B 4CyXKE NATHAK: KPOoaM
O0MHHE BelTe MEHBLUE WMWK D3EHa 25 MEMOMNLM.

gj WuTepean “iMepeHin

Or 30 o 1240 MEMONET.

ri MNoporosoe Ixasenne |cut-off)

PekomeHdayesos adadesde 120 Memonen (2 e/ 100 mn). MNoporosse IHadeqdde DERsMaEHIVeTeA yToY-
HATE M YCTAHOBATE GNA oOCnNenyeMoro KORTHHMEHTa B Ka#G0A NabopaTopHiM,

O OxMoaemMbie peayNbTaTkl

B aHCTRy UMM K HAa0opy ot GbiTE NPHEE0EHE IHAYEHHA KOHUBHTPALWK (DEHHNana‘rHa NpM onpe-
OENeHAH B «CYXOM NATHE Y KPOBK ¥ J00P0BEIX GOHOWEHHEX M HEJOHOLWERHEX HOBODOKIEHHEIX MM HEOHA-
TANEHOM CEPMHHAHIE — padiepadTHBIe BENUYHMHEL, HOTODEE BuIBUpAOTCA KaK OPWMEHTHPE! ONS OUSHKK M
HHTERNPETALKA pesyNeTaTos. B raxgoi NabopaTopiy NPk HCNONsIoEaHHY Habopa pekoMenayeToA yTou-
HATE 3TH AHAYEHWA, KOTOPEIE MOMYT HEIHAYMTENEHO OTNHYATLEA B 0aHHOM KOHEPETHOM pETHOHE. B HHCTDYE-
UkK K HaGopy pearsHToR CchedyeT yealate CNocol YCTAHOBNEHMA NONOMMTENBEMEY PEayNLTATOR,
COMHATENBHOR 30HEl, T.8. PEIYNETATOR, KOTCREIE HEMNB3A CUMTATE HM NONOHATENEHBMA, HA OTRHUATENEHE-
nu. Flx cnegyert NOETODHTE KAK MOKHC CHOpES, & TAKE CNedyeT YEa3aTk, KAk MHTEENpeTHPOBATE PeaynsTa-
Tol HAME Kanubpatopa C HAaUMeHbWER KOHUEBHTDAUHeR edrnanaHddia W Belwe Kanubpatopa © Hau-
BOMNBLUEH Bro KOHUEHTRaLKER.

] MutepdepeHuMa

MEMornoSUK A0 KoHUeHTpauiE 200 0n He QoMEed BNWATE Ha pEayNbTaTe. ¥ NAYHEHTOR C TPAHIHTOPHOA
W BROROEHHOE TANEDTHROIHHEMBER KOHLEHTRAUMA DEHKNANAHKHE B KPOBW MOKET DRTE NOBLIWEHS . BHrvpy-
Bun go 0,684 mmsone/n, ackopbuvosan mcnota oo 0,17 masonedn, Drnoxoaa go 67 Mumones'n He QonmHeE oKa-
ILIEATE BNHAHME HA PEIYNLTATLI.

5.3.2 HaBop peargHToE ONA HIMEPEHMA KOHLEHTDAUWKH ranakTolkl QepMeHTATHEHLIM [Ha OCHO=
g8 ranakToIooHCHOAIHOro) MINoPOMETDRYECKHM METOOOM B aCyXHX NATHAXY KPOBH HOBOPOMOEH-
HiIX NPH HEOHATANLHOM CKPHHHHIE

5.3.2.1 MNpegHazHaseHHoe NpUMeHEH e HaGopa

Hatop pearedToR 4onHed el Ty NPEOHS3IHAYEH GNA MAMEDEHKA CYMMADHOA KOHUSHTDAUWA FanakTods M
ranakToac-1-dochaTa 8 obpazyax ¥poBRM HOBOPOWEEHHEIX B BUOE “CYXME NATEH: Ha TecT-0naskax QuneTpo-
BanbHoR GyMard ¢ LENsI0 BRIABNIEHHWA HOBODOWMOSHHEE C BRICOKAM YDOBHEM ranakToass e NpK HeoHaTaNk-
HECM CEDMHAMTE.
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5.3.2.2 MNpyHyyn metoga

CeoBogHan ranakTosa M2 eCcyxoro NATHA KDOoBK W ranakToesa ranakToas- 1-cocdata kposw, oceobosga-
DLWSACA No4 J8ACTEMEM WenoHHoE docdiaTask, NOARSEraTCR SKMCNEHHI0 No4 NJeRCTEXEM ranaKTo0IooKcH-
gaasl o oSpasosaduen D-ranakTo-rekcadiansnost v Neperkicd Bogopoaa.

OnpeneneHie OCHOBAHO HE MIMEDEHWA AHTEHCHMEHOCTH SRoopecUeHUHK dmoopodiopa — OWMEpa
3+{p=raPOKCHE HAN INPON HOHOBOH KKCNOTE {gumep-HPPA), obpaiyioweroca na 3=(p-rdGposciadesin inpon--
CHOBOW KACNOTE (MOHOMER) B DEAKUMK C NEPEKMCED BOASPOOa B NPUCYTCTEMK NEROKCHGAalbI.

I pPHAMEYSEHEWS — HEZABWCAMO OT NPWHUWANE (PEPMEHTATUEHOMN SNEPEeOSNe-WA TANAKTOAR Halbopk: FEAreHToE
Oon#He GeTe COBMEBCTEME © KOMINEHTOM Ell:ii:lr.'l'y.ﬂll'.'lE&HHH na ﬁEIFI-ET{IFIHH. ONA E0TORCA OCYILEBCTENASTCR HE 3AxyMKA.

5.3.2.3 CnesTpansHo=MoMEHeCLeHTHRIE XapakTepUcTIKR

MamepeHue WHTEHCHBHOCTH NCopECcUSHLWK B NNAMWETAR NPORGOKTCA HA NRAHWETHOM aHaNWaaTope
dnopoMeTprHeckon (ninopoMeTpe ) MascHmyM OndHe BOfHEl BoaSywaeHus B guanazone 320—340 [ 1
ONHHE BOMNHE WCMYCKAHWA DMIopecUsHuy — 405 WM.

5.3.2.4 NMepaddubie obpazys ANA aHanNK3a

HenocpedeTeaHHos ONpedene e NPOB0OWTCA B AMCKax QHaMeTpom 3.2 MK, KOTODbIE BeBHBAINTCE ©
NOMOWED CNEUWaNsHOrND YCTPORCTEA (YCTPOWCTEa ANA BxbreaHda QWeKkos, npoboddka, oM. n. 4.4, 559582.1)
M3 «CyEHY MATEH EPOBM HOBOPO#OEHHBIX Ha TecT-Onaukay funeTpoBaneMol Gymand sape Whatman 203
MM DYMark ¢ aHanorHYHbiMEg CEOACTEIMI.

5.3.2.5 KOoNWYecTeo onpedeneH il

O Habop gonead OeiTe pACCYHMTaH Ha 980 onpeqensed9i.

5.3.2.6 Komnoxeute Habopa

B cocTae ka#goro wabopa gonsHel BX00NTE.

= KANWEpaTopk C ATTECTORAHHEIMM IHAYEHWAMMA KOHUEHTRALMH FANakToasl| HE MeHes § ypOBHEA KoM=
UEHTRaUWMH. Osu npegcTasnanT cobol BeCYILEHHBIE NETHA EPOBd Ha DENeTPOBANEHON CYMare © aHanondy-
HEMKA CBOACTBaMK TOR #E MAPEH, Ha HOTOPOW BLINONHAKTCA WCCNeOoBRAHKA “CYXMX NATEHs KQOBK
HOBOPOWOSHHES [HE MEHEE 3 NATEH KDOBK ONA KAKO0H KOHUEHTRALKWA ) B AaNe4aTanHslX NaKeTax ¢ anaronor-
notTaTeney. KoMuesTpayua ranasTtolsl B gannbpoBodMes npodax 8 awanazons o7 0 go Z220 memonen
(0 — 40,0 par/100 ). KanvépopoYHan spyean 0omEHa OeiTe NOCTpOeHa ANA KasQoro nnaqweTa.

MpuresasMa

1 3HEYSHRA KOHUEHTDALMN TANEKTOIR!, KONWMECTED KANWERATODOE, CPOK FOOHCCTY M YONOBMA XDAHEHUA LONsH
fikiTh YH3IEHE B WHCTDYRUHA K HEBOpy. ToUHRE 3HEMEHHA KOHUSHTREWMA TENAKTOSH 00N Hbl BRTE YE333HE B #0HTDONE-
HOM CEPTUMEETE (CepTURUKaTE KA4EecTEA), NpUnaraemom € Hatiopy, M Ha aTuxeTHax Ha kanebpaTopas.

2 MaroToBWTEnk LONMEH NPEICTARW Te MHEOPMBLUHID O METOGEX ATTECTELHA IHAYEHUA KOHUEHTRALWN FTANAKTO 36! 8
£AnuBpoEDYHEIR MATEPMANSE.

3 HWamepenua kanudpoBoqsps ofipaiyes LoNEHE NPOBOORTECA © KakOol ceprel ofpaayos naunenToe. KanuGpao-
204 HBIE NPOBE KAKOOA KOHUSHTRELWA HIMEDARTCR B AyOnHkaTa:

- KOHTPOMEHEE MATEDUANE OOMEHE DENIOYaTE FANAKTOIY HE MEHEE YB8 HA 2 YPOBMAX KOHUEHTPaLUKRK (B
AWANA30HE HOPMANEHE M NOBLILLEHHER IHA4EHWR). OHW O0MEHEl COASPMATECR B JAKPEITOM MacTHKIEOM
KOHBERTE © BNATONOFNOTUTENEM W NPEICTABNATE COB0A BLICYLWEHHEE NATHA KPOBK HA (PHNLTROBANEHOR Gy-
MAre TON HEe Mapkd, Ha KOTOPONA BLINCNHANTCA KCCNESOBaHMA SCyXHE MATEH KPOBM HOBOROMDEHHBLX.

MprarMe«asMa

1 3HAYEHHA KOHYBHTPALMWY FBNAKTO30 B KOHTPONBHEX MATEPHANAX NPAEWNEHOCTH, KONAHECTAED KOHTPONEHSI% Ma-
TEPWENDE, COOE FOLHOCTH M YLNOBMA $PIHEHRA WY 00NHHE! B5iTh YRA38HE B MHCTEYHRUMA € ©afopy. ToUHBE 3884 8HWA HOH-
YEHTPAUWS FAN3KTOI6 A0NMHE BRTE YHA3AHE B KOHTPONEHOM CEpPTUHUEATE (CSPTUEMWKETE KEHSCTEE), NDMNArE8Mon «
#abiopy, M 58 ATHEETHAX HE KOHTPONEHEX MATSPWANAX.

2 MamepeHHA KOHTRONEHEY 0B paiyoE NPOBOORTCR © KAMOOW CEPHEA WaMEepaH#A DBpasucE nay«wesTos — no 2 of-
PA3ILE ¢ HAKOOW E0HUEHTDEYMER HA NNEHLWET.

3 MaroToBWTENb 4OMNMEH NPEOCTABMTE WHEODMALNHID & METOSAX BTTECTAUWM IHAMEHHA B KOHTRONEHLIX MATEpRA-
N3x NPEBANEHOCTH.

4 WMHEOSMALWMA O METOJA% BTTECTALMWE SHAMEHHA KOHUSHTRELWE FANAKTOSK B KOHTPONEHEIX MATERHANEE NPAEMTE-
HOCTH Gon#s=a GuTe AP2OCTAENEHA B #HCTRYEUME K Hallopy peareHToE 8 cepTUMUKaTE £8YSCTER MMM NACNOPTE K KOH-
TRONEHE M MATERHANEM.

5§ MHEmOopMALMA o NPOCEEMEEMOCTH SHAMEHWA PEIYNETATOE HIMEPSHHA KOHLYEHTPAUWY TAN3kTosL B KanWhno-
BO-HBI B KOSTRONEHEIY METEQHENAY NPESMNEHOCTH A0MKHE BRTE NPSACTAENEHA B MECTRYHEYMA K #a80py DEERTHEOE. .
n. 4.2.5 HAacToORWErD CTAHOAPTA.
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& Fexo MEHQYETCH YHaLTHE N3 EIDF‘.' BTODHE B NPOrpPAMMEX BHEWHERA OLUEHEW K34ECTEE PEIYNETATOR ONPEgEnNesHR ra-
NaETo3sl 8 aCYEWE NATHAXK: KPpOIEM NP HEO0OHATANEHOM CERRHHAHTE,

= UMHKE-CYNe@aTHBR HNW QPYTOR PEATEHT, S 3T0 NEPHMEHKMOS, ANA JKCTRAKWAN TAnNakTod W ranakTo-
ao-1-dhocdraTta;

- pEaredT ¢ cyGoTpaTom [2-{p-riapokcHdieHAN INDoONHOHOB0A KMCNoTOM],

- PEepMENTHBIN DEaraHT. pearesT © ANAaKToINoKCHAa30A, NEPOKCHOAI0N W WenoYHod docharaiod;

- Gydep ANA palpegeHda pEareHToR;

- DEArEHT GNA CCTAHOBKH DEAKLIKK,

< MUEpONNAHWETE Ha 96 AYes;

= MHCTRYHUARA K Habopy pearedTon.

5327 AHanuTHYECKWE XapasTepHcTHEH

a) NpeUMIHoHHOCTE PEIYNETATOE

Menoneaya KoHTRONEHEE MAaTEpHanNbl B Hab0ope HAroTORKTENA, CNenyeT BeINONHETE AB0HRHLIE WIMEDeHrA
HEOOrD KOHTPONEHOMD MaTegrana. MonyT GbiTe HCNONE30BAHE! KOHTRONEHLIE MATEDWANL GPYIMX HAFOTORKTE-
neH ¢ ATTECTIRAHHLIMKA IHAYEHHAMW KOHLEHTEALM rANAKTO3E B «CyXK NMATHAX s Koo NKOOpEcUeH THEIM k-
TOOGK (KOHTRONEHBIE MAETEPWANL NDEBUNLHOCTA). TONYSeHHERE  3HAYEHHA HKOHUEHTDALWK TAnasTodsl B
HAMEDEHHOM KOHTDONBHOM MATERWANE DOMHHEl YENADEHBATECA B QONYCTHMEIE RREDENs , YOTAHOBRNEHHLIE M3Mo-
TOBHMTENEM W YEAZaHHLIE B CEpTrEMKATE KOHTEONA KAY8cTE U HA ITHEETHE ANA ITOMD KOHTPONLHOND MaTepHa-
na. Oiwan sapvauxa BHyTER NapTHk Habopa aon#Ma GuiTe He Bonee 12,7 % npW soddesTpagkn ot 194 0o
2000 mMeMone.

MpumeuaHan

1 TNpu BHEWHSA CUEHKE AHECTEA DE3YRLTATOR GNA FANSKTO b NEPUHATE CNE0yDUWe JONYCTHMES SHEYSHRA:

- OTHOCWTENEHE A BHYTPMOHEEHON DAIMAR MEKOY LBYMA @IMEDEHHAMA B 00408 cepin — He Gones 15 %

- OTHOCWTENEHE A MEXOHEEHOA PEIMEX MERLyY OBYMA CEPUAMH [CPEOHUMM W3 2 HIMSPEHAR) — He Gones 24 %,

- CMEWESHE CPEIHEro W3 4 HIMapeHed {2 capun no 2 wamepeHsa) — H#e Sonese 23 %

2 NpYEE0SHsl Q8HHEIE. NONYMEHHES NEW BHEWHEA OUEHKE LAYMECTEA PEIyNsTATOE HMAMSPSHHA KOHUEHTPAUAY TE-
NEETOA: B CAALWENMIMPOEAHHLE NADCPETODWAK HEOHATANEHOIND CHPHHUHIA B COOTASTCTEWM C JERCTEYHWER CHEMOR
BHEWHEE 0USHEN ka4ecTeE. MpeaocTaaneds BCBOK,

0} UYBCTEMTENEHOCTE

MUHAMANEHAR GUCTORSDHC CNPEAENAEMAR KOHUEHTDAUKA raNakTodsl B oCyXAX NATHAK, KDOBK JOICEHA
BelTe He Gonee 70 mesone/n (1,26 wmrf100 mn).

B] VHTEpBEAN HIMEDEHAA

He medes yan 72 0—2220 memons/n {1,3—300 smr/ 100 mm).

Habop pearedTos gonsed obecnedydEaTE NMHERRYIO 3ABMCHMOCTE MEesOy KEoHUeHTDaLWed obwei ra-
NAKTO3B W YPOBHEM Ty OPECUeHUEE B MHTEPEANE MIMEDEHWA OT 72 MEMONeN Ao 2220 seronsn.

r1 MNoporosoe asavwerne (cut-off)

B MHCTRYHLAA 0MEHO BblTe YKAIAH0 DEKOMEHIVEMOE JHa4eHe cut-off 1 MeToanEa ero yToYHEHHR B Na-
GoparTopHu.

4 Omhogembe pelyNeTaTkl

MeCKONsRY KOHUEHTRELWE TANAKTEAS | FAEWCAT OT BOIDACTA HOBODOMOEHHBIX, BLEAMEHK BIATARA KDOBH 1 MHO-
A% O0YIHX YCNOBMA, B KaXa0R Nabopatopky NpW KCNoNe30RaHM Kabopa DeROMEHDYETCA YTOMHWTE pediepan-
THEIE AHAYEHAA, HOTOPBIE YEAILIBAET WAMSTOAMTE b, TAK KAK OHK BMOMNYT HECKONBHRD OTNHHYATLCA B DAHHOM DErHOHE.
MCNonssoeasve MeToga NepUeHTrNE NoMyNALMA NOIBCNAET PECCHMTETE NODOrOBoE SHAYEHME M CHUIHTE HENDS-
BNBHCCTE DEAVNETATOR, KOTOPAR MOMET BOIHMKATE BCNSACTEWE PAINMYMA B kanvBpoakay MeTonoa.

) WutepdepeHumn

Morcaa (1200 mrd00 mn), sadEoza (1—10 w100 ), dpyeroaa (25 \arf 100 san), roTaTios
(0.06—80 sar™ 00 n), ackopSuHdosan kicnota (0 1—3 w100 san), ageToammuodies (0,1—1 wmr 100 san), re-
MOMMODHH B KOHLEHTDAWWA 00 WM passor 250 1N e 0oMsHEe BNAATE Ha peayNeTaTkl.

5.3.3 HaGop peareHToR OANA MIMEPEHHA KOHUEHTRALWM

1T-rMopOKCHOPONEcTERoHa B “CYXMK NATHAX® KDOBH WMMYyHOMOODECUEHTHEIM METCOOM © BpE-
MEHHEIM DAIPELIEHWEN HA OCHOBE NAKTAHMAHOA (EU) METKA ONA BRABNEHWA BPOMEEHHOA TMNEPNNA3MM Hag-
MNOYEHHAKDE Y HOBODOMOEHHLIX NPH HEOHATANLHOM CRDRHARNE,

5.3.3.1 MNpegHajdaserHoe NpuseHes e Hatopa

Hatop peareauros gonseH GelTe NPEAHaIHAYEH ONA MIMEDEHHA KOHLEHTPALMK 1w -THaDoKCHNporecTe-
poHa B 0GRaILaAX KPOBK HOBODOMOE HHLX B BMOS cCyXHMX NATEH: Ha TecT-Snankax GuNeTLORANBHOR SyMard C
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LENLID BEIRBNEHRA HOBODOWAEHHEX C BPOMIEHHOHA MTMNEpNMaIHen HagnoHeYHHECE, KOTOPEA ABNAETCH NEK-HW-
HOW PAIBMTHA A0PEHOIEHWTANEHONS CHHEpoMa. BonegcTowe cposgedHoro dederkta epmedtos 21-ragpok-
CHnaae (nodTik 80 % ecex cnydaes) w 11p-rugpokcinase (okono 15 % Boex cnydaes) HapyLWaaTos CHHTE
KORTHIONA, KOTOREA OCYWECTENRETCA NOA WX QeACTEMEM.

17 =rMApOKCHNEOrecTepoH ARNASTCA NDESWECTREEHHHEDM KOPTH20MA 8 BHOCHHTEIE M HAKANNWBaeTCA
npK aehHuynTe 0aHHLX epMeldTos. HEQocTaToNHaR NPOAYKLKME KORTHI0NE, BblZbiBAET NOBBILUGHHE CEKpa-
L AKTT 1 anaporeqcs. Pasereastcs renepnnaskg kopkl HagnoYesHUEoE, KOTORan ABNAESTCA CReacTBras
HEPYILEHWMA AKTHBHOCTH OaHHbIX OBYx rMapokcunas. HagnodedHded B Soneilom KONHYecTse CexpeTHpyIoT
CTERoUOLL, NPedWwecTEYIoWwWE GNoky DepMeHToB — NporecTepol K 17 o - poKCHNpOrecTepoH,

Kak metadonaT nporectepona, 17o-mgpokcunporectepod o0paiyeTcs ¥ B NNaUeHTe, NoaToMYy KOHLEH-
TREUKA Gro Y 300p0RkLIK HOBSDOROEHHLIX TOTYAC NOCNHE POMOEHWA Beleoka. B Nepenie e UM MHIHK ¥ BoaX
IO000ELIX HOBOPOMOEHHEIX 0HA BRICTRO YMEHBLIABTCA.

Mamepesue 17a-rugpokcHNponecTepoHa NpH HeoHaTaNEHOM CEPUHHHTE ABNSETCA NONEe3HBIM TECTOM
LA BEIRBNEHMA GBYX H3KWOONEE YACTEIX THNOE AO0EH0MEHATANLHOND CHHAPOMa — Npd deduurTe 21-rgpos-
cunaae u 11-maposcknaded, To ecTe okono 95 % acex cnyJYaer oM IeHHON MMNERNNAIMK HAZNOYEYHHEDE 1
AA0EHOMEHATANLHOMD CHRGDOMA. NPoOBEOEHKE HEOHATANEHOMND CKRPHHKEATA HA BROMOEHHYKD THISDMNA 3N Hag-
NOYEYHHKOE G HIMEDEHHUEM B 4 CYXHYE MATHAK KPOBH HOBODGHIEHHBIK 170 -THABOKCHNPOrecTEpoHA NoasonaeT
OHATHOCTHPOBATE Ja00NSBARKE HA DARHKMX CTAGWAX, CEOSBDEMEHHD HAYATE NEYEHHE ONA CHAKEHWA DaHHeR
MNAOEHYECH0A CMERTHOCTH ¥ NPEOCTEPALUEHKE DEIBUTHR A0DEHOMEHRTANBHOM CHEODOME.

5.3.3.2 MNpyHyWn Meroda

MeTen oCHOBaH Ha TEeDOOEIHOM KOHEYDEHTHOM WMMyHONKOOPECUBHTHOM aHanvae. KoHkypeHuna
COAZAETCA Meway 17a-rTHIpoECHNPOrecTEpOHoM, MEYSHHEIM eaponem, W 17 o -rA0poKCHNPOracTepoHo 0b-
paaua 28 CrpaHuHeHHCE YMCNo MECT CEASLIBAHWA Ha CNeUMHHECKME, NO OTHOWEHKWE K 1 Ta-rigpokcunporec-
TepoHy, aHTdTenax. Bropble aHTHEMOOBEIE aHTWTENa, HAHECEHHBIE Ha Teepayld daay, nNoIsonsioT
AncopGHpOBaTL CNEUWfHYECKMe aHTHTENA, CRRIaBWME 17a-MMOpokCUNpoTecTepoH WA NPtk W B BHOE KOHR-
rata c MeTho# Eu. MNocne NposMsekk 1 yaaneHws HeNpopearmposaswMy KoMNoHEHToa JobaBnanT pacTeop,
YCUMHBAOWHA GNI0ODECUEHLWI0 XENATOE €BRONWA. MNoCnNeQHAA NEQEB0INT HOHBI BRDGNHA K3 KOMONEKCE aH-
THUTEN C KOHEKTATOM 1To-MaposcunporecTepona c Teepacd paze B pacTeop, 0BpaivA cUneHe Qnoopacun-
pyrolike xEenate. KomueHdTpauwa Eu obpaTeo APONOpUHOHENsHE KOHLEHTDAUWA KHCEOMOMD adHanvta —
1Ta-regpokcunporecTepora B npobax.

5.3.3.3 CnexTpaneHo-MoMAHECLEHTHRIE X30aKTePHUCTHEN

MHTEHCHBHOCTE DNINOopECUBHUMM WOHOR EBPONKA B COCTABE XenaTHURYIOWHMK BETa-OUEETOHATHEIK KoM-
MNEKCOR YCUNUBAKUErD PACTBORa QONMHAE DEervcTDHMPOBATRCR Ha NNAaHWEeTHOM GQRyopoMeTpe B DemumMe
PopECUBHLKKN C BREsEHHBIM DaspelLeHEed. MakcHMansHan gn[Ha eonys poabysianwers ceaTa 340 Ha,
MAKCHMANBEHAA ONHHE BONHE WCNYCKaHRA 615 H.

5.3.3.4 Mepardvele obpazys ONA asanyia

HenocpeQcTeeHHDE ONpedeneH e J0reHo NPOBOAKTECA B OWCKaX QHaMeTpos 3,2 MM, KOTODbIE BeibK-
BAKTCR & NOMOWBK CREUMANLHOTS YETPOMCTEE — WHCTDYMEHTA ONA BEOWBAHHA OUCKOB K3 aCyXME NATEH:
EPOBW HOBOPOMOEHHBIX HA TECT-0nankas @UNeTEoRANsHOR Bymard sapen YWhatman S03 Wi aHanori<H0N no
CEOMM CBOWRCTRAM. CM. nogpasgen 4.4 MNOCT P 55092 1.

5.3.3.5 KonudecTeo onpegeneHqi

Croe wabop goned OeiTe paccyuTad Ha 980 onpegene M.

5.3.3.6 KomMmnodeuTe wabopa

B cocTap Habopa Qon#Hiel BXOOMTh!

- KanubpaTtope 17w -rMOpoKCHNEOrecTepoHa © aTTECTORAHHLIMK &8N0 KOHUSHTPAUMAMH — HE MeHee B
YOORHER KOHUEHTDaUMW;

MpAarMe«sasHna

1 3Ha4SHHA KOHUSHTpAUHE 17a-rWGposCHNpOrecTepoHa o KONHYScTE0 KENMBRaTODOE, CROK NOOHOCTH W YCNOEWR
XDAHEHUA N0NEHE BRTE YEEIEHE B WHCTRYRUME K Habopy. Tousme 384EHMA KOHYBHTPAU WY J0N#Hs! G Te yKa33Hal B HOH-
TRORBHOM CEpTRPMKATE [CEpTHMMWERTE KAYSCTEE ), NPMNArasnos k #a8opy. M HE 3THEETRAX #a KanudpaTopax.

2 HaroToBsTenk SonsaH NpaacTaEuTs MHEOPMEUWKD O METOOSX ATTECTANUA SHAYEHRA KOHUEHTRA LA 1 T4 p-OH-
CHENPparecTepoHa B H.EI'IH'EIFH:IE-'.'I'-IHHI METERHAREY,

3 HamepeHns K&I‘IH'!IFIDHGHHI:LI ﬂﬁpﬂﬂ'jGB OoN=HE MPOBSOWTECH © KAKA0H CEDHed cpE 08 NALUNEHTOE. HE]‘IHEFIIZI-
B0 Hbl& I'IFHIIE:H KAHGOA KOHUSHTREUWA U3MADAKTCR B Ay BrnekaTax;
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< KOHTPOMEHEBIE MATEREMankl — Nonockd duneTpoeanesol Gymara (Whatman 203 wnw asancrwdHan no
CAOACTBAM), COOBPMALLME KEXOAA BLICYLUEHHLIE NATHA KDOBW C KOHUEHTRAUMAMH 1To-rnapokcunporecTepaia
HE MEHEE Y2 HA 3 YPOBHAX OOKH YDOBEHE B 0BNacTH HODMAaNeHER 0 2 YPOBHA B 0BNACTA BRICOKAK THAHEHMEA
HOMUEHTRaUMA 17 o-rigpokcinporecTepoda. JomwHel CO0eEaTeCA B 3AKDLITOM KOHESDTE © BRaroforNoTHTE:
nem.

MopumMedaHHRA

1 3HEMEHNA KOHUEHTPAURM 1To-THARORCHNPOTECTEDOHE, KOMRHECTED KOHTPNEHLIX M3 TEPRANOE, CROK ME TOAHOCTH
H YCNOBWHA XPAHSHWEA J0NHHE SbiTh YEA38HE B MHCTPYEU#KN & Hadopy. TOUHEE 3HAYEHAA KEHYSHTpaURY 1 T -ruOpoECH Npa-
FecTEPOHE QUNHHE GeiTe yEB38ME B KOHTRONLHOM CEPTHOHERTE (CEpTUWEWLATE SBHSGTER), NpUnaraeMom £ nabopy, W na
STHHETKAX HE SOHTPONEHLIE MATEpUHAENAR.

2 MamepaHdA oHTRoNsHbX oBpaIucE NPOEOOATER C KERMAODA CEpHER HaMapaHHn ofpaIuce NAUHEHTOE No £ obpas-
UE C Ka®O0H HOHUSHTRRELHER Ha NNEHWET.

A WaroTosMTeNs OON%eH NPEACTERMTE MHOPMELKD O METOOEY ATTECTALMH 3HEHSHAA B KOHTPONBHH X METEDHA-
nas NPAaEMNsEHGCTHE.

4 WMHpopMauna ¢ MeToaax ATTRCTAUMH SHEHEHWA HOHUSHTPaWME 1T a -THOpOSCHNPOrecTEROHE B KOH TRONLHEE MAE-
TERHANEE NPAEMNEHOCTH Q0N#HA BslTh NPEACTAENEHE B MHCTPYEURA & Ha0opy DEEKTHEOE MNW B CRpTHg MEETE LAYSCTEA
MM MACACPTE K KOHTPONSHEIM METEPHEnaM.

5 WMHbopMauna o NpocnesdBEaSMosTd SHAYEHWA De3yYNETATOE AMEPSHEA KOHUSHTRAWMA 17 o -rAgpOKC N porecTe-
poHE B £BNWGROEOMHEIE W KOHTPONEHE X MATSPHANEE MPSEMNEHOCTA QoN#HHS BHTe NPEACTARNGHA B HHCTRYHUMK K Habopy
peakThaoE. . nd 2.5 HacToAWero cTaHAaRTS.

& PeloMeHgyeTes yHacTHe AEG0DATOPHY B APCrPpAMMEE BHEWHER OLUAHK KA4ECTES PEIYNeTATORE ONPSAENEHAR B
aACyXME NATHAXS KPOBA NPY HEOHSTENEHOM CHOWHMHE]

- QCHOBHCHE pacTeop 17a-rugpoEcHipOrecTEROHa, MEYEHHOD SRPOMER,

< OCHOBHMOH PACTBOP aHTWUCLIBOPOTEW NPOTHE 170 -rHapokcHnporecTepora B Bydepe ¢ KOHCEDEIHTOM,

« KOHLEHTRHPOBaHHEIA PACTROD ANA NDGBIBKE NNaHWEeT o8,

- Gydep ANA MHKYEAUMK C HHEPTHLIM EDACHTENEM KDACHOIS UBETA # A3MA0KM HATPHA B KAYECTES KOH-
CEpeaHTa,

- DACTEOP, YOUNHBIIOWHA GioopecUEHUHM XeNaTos eaponKa;

- BMHEROTHTROBANEHBIE MNAHLLETE, COCTOALME M3 CTRMNOE, & MMMODHNHICBAHHBIMA HA BHYTREHHEN No-
BEQXHOCTA NYHOK AHTHBWIOBLIMH aHTUTENAMM,

= MHCTRYHUWA K HaBopy pearsHToR.

5.3.3.7 AHanuTrdeckne XapasTapucTHEN

a) MNpeUudIHoHHOCTE PeayNbTaTOR:

= KOAPPHUWEHT BAPHALKMK BHYTPRW NapTiaK Habopa: ke Bonee 15 %;

= ppaddurenHT BaprauMK mesxgy napTrask Habopoa: we Donee 15 %.

MoryT BbiTe MCHOMNEACEAHL ATTECTORAHHEE KOHTRONEHEE MATEDHANL ODYIMX HITOTOBMTENSA, COOaD-
salHe 1Ta-ruapokcHNpOrecTepoH B BRICYLLEHHBIX NATHAX KPOBK.

HMenoneaya KoHTRoNsHblE MaTeprants B Habope MaroToRMTENA, CNeayeT BLNoNHATE JBOHHEE HIMene-
HAA K00 KOHTRONBEHOMS MaTEpMana.

MenyYeHHBE SHAYEHWA KOHUEHTRALMA 1 7o -TMAPCHCHNPOrEcTEPOHA 8 MAMEDEHHOM KOHTROMNLHOM MaTe-
prana gomsHsl yENagLEBaTECA B QONYCTHRM LIS NPe0ensl, YCTAH0BNE HHEE MATOTOBWTENEM, YKAZaAHHEE B CROTMH-
DAEATE KOHTPONA KAYECTRA K HA ATHKETEE ANS KaXO0M0 KOHTRONBHOMD MATERHANS .

MpumevaHen

1 MNpy BHEWHER OLEHKS KEYSCTEE PRIYNBTATOE WIMSDEHMA KOHURHTPAUME | Tn-TdapoRCHNEOracTePOHE NAWHATEI
CHEnYH WHE AONYCTHME 2 SHIUSHHAC

- OTHOCHTENEHEA BHYTPHAHEEHOR DAIMAK MEKOY ABYMA @IMSPEHHAMA B 0040# cepin — He Gones 16 %;

- OTHOCWHTENEHE WA MEXOHEEHOA DEIMEX MEELY OBYMA CEPUAMH (CPEOHUMA Wa 2 waMepeHan] — 29 %

- CMELBHWE CPEAHerd W3 4 asMepeHHl (2 capud no 2 wiMepeH#a) — se Gonee 23 %

2 NpuEeneHsl OBHHBIS, NONYYMEHHEIE NPW BHEWHSH OLEHKE KAYeCTEE PE3yNeTATOR HIMSPEHMA KOHUESHTDALMK
1T -THOPOKCHNPOrECTEDOHE B CNEUWENMIMPOBAHHE X NaSopaTopWAX HEOHATANEHOIS CHOMAMHNE, & COOTBETCTEMM
ABRCTEYHIWER CXenMod BHEWHER OyaHs kFaYecTaa. NpeaocTaanede ©CEOHK.

G} HyBCTEHTENEHOCTE

MUHMMaNEHAR QOCTOBEDHS CNPEOSNASMAR KOHUEHTRAUKWA 1 Ta-rdpoKCHNPOrecTepoHa B aoyxuy NaT-
Hax® KPOEA J0MEHE OpiTe He Gones 2 Haons/ .

Bj WuTepean “amMepeHin

He meses Jen oT 0 HuMonen 0o 300 HMonen.
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r Ceknoaemene peaynsTaTk

HoHueHTpaudA 1 Ta-rdgposcinporecTepoHa B sCyXnE MRTHAXY KPOBK 3000000IX HOBODOWOEHHRIX 33BM-
CHT OT AeMaTpadMHEcky BADWALKA, BOAPACTa, BECA, HEQOHOLWEHHOCTH, POMOEHWA OBCHHK 1K Gones MNogos.
B cooTeeTCTekMd © PekoteHZaudamy patouaid rpynnel No HESHATANEHOMY CKPUHAHTY EBpOnedcrors obwec-
TEA NEAHATRWYECKOR AHOOKDHHONCSTHA KOHLUSHTPALKS AR JOHOWEHHE HOBOSPOHAEHHEIN Ha 3-0 — 5-A geHe
Hramu 30 HMOoNLT NEHHKMAETCA Kak Noporoeoe aHadqense; J0—80 HMonNsN YEaILBADT Ha HEoDX0ORMOCTE
HABMASHAA 38 HOBODOKOEHHEM W YDOBHEM 170 -THOPOKCHNPOTEcTENOHE, SHAYEHUE CRbIWE 90 HMONE N yEa-
IBACT C BLICOKOHM CTENEHLM: BEROATHOCTA HA BROHOSHHYIO THNEMNNAIMID KODE HAONOYEUHKKOR W 300eH0re-
HWUTaNkHBIA CHHOpOoM [12].

¥ HEOOHOWEHHLY HOBOROMOPHHL 3HAYEHWA 17g-rMOPOKCHNPOrecTEpoHa BeIWe, aHaYequs Gonee
100 HMONE T MOMYT CEMOETENECTRORATE O BPONOEHHOH TMNEDNNa3aMH Kagnodeddxkos [18].

a) Noporopog asavenwe {cut-off)

Ona goHueHHBER HOBORDOWIEHHER Ha 3—5 JeHb MHIHW KOHUeHTpaukma 30 HMOoNs/n NoHHKMaeTCA Kak
Noporoase sdadeHire [18] ¥ He0oHoleHHSLIX HOBODOMOEHHEN C0 CPOKOM TecTaluMK 33—38 Hedens W Maccon
mMenes 2000 r NOporoBLId YypoEeHe pased 60 Hamone/m [12)].

MNMpHaegeHHEE B MHCTOYEKUAK K HaBOpy DeareHToR aHaYe MR MOrYT Ny T CPHEHTHRaMH. Kawaod na-
COpaTopye MK MCNoNLIoEaHUA Habopa pescMEHIYETCA YTONHWTE NOROroBoe IHaqvenne (cut-off), koTopoe mo-
HET HEIHAYUTENEHD OTNKHSATECA B KOHKDETHOM DETHOHE.

a) HuTepdeperyra

Nonwuo ObiTe J0KAIAHO OTCYTCTEME IHAYHMON NEDEKPECTHON DEAKTHEROCTH KMMYHOQMOODecUeHTHO=
ro MeToda vaMepeHda 17a-rQpokcunporecTepoHa Habopom peargHTon © OpYHMY COBOMHEHMAMA CTEROoHO-
HOW CTOYETYDEL, EOTODEE MOMNYT ACKAMATE DEIyNETATE AHANHEE. ITH JaHHbEe DOMEHb DbiTe YHalaHs B
HHCTEYELLMI K HAGOopY.

5.3.4 Habop pearenTos gna H3MepeHnA KOHLUEHTRAUMK MMMYHODEAKTHEHOMD Tprnckea (MPT) numy-
HOMMCODECUEHTHEM METOACK C BREMEHHLIM PAPEWEHHEM HA OCHOBE NAHTAHKWAHOMA MaTed (EU) gna npo@e-
DEHHA HEOHATANLHOMD CEPHHRHIE Ha MYyKDBKCUWOO3

5.3.4.1 MpegHaikadenHos NodMelesne kabopa

Habop pearenTon aonied GwiTe NPEQHAIHAYEH 007 MIMEPEHHA KOHUEHTPALMKM HWMMYyHODEAKTHBHOMD
TpuncuHa (MPT) 8 obpaiuas KpoBW HOBOPOMOEHHLIX B BHOE «CYHHY NATEH Ha TecT-AnaHsax QUneTpOBaNb-
HOW DYMEM C UENED BeiABNEHKA HOBOROMOEHHBIX © BRICOKMM yRoBHEM MPT npu HeCHaTANBHOM CKDHHWHIE Ha
MY KOBWMCUMOOS (KHCTOIHEW dHMbpoal.

5.3.4.2 MpaHywn mertoda

CnpefenaHse OCHOBAHD Ha TBEpQODaIHOM QEYCAATOROM MMMy HODMNOODOMET DHYECKOM NDAMOM CIH-
OBHH-KMETEAE, B KOTOPOM MCAONEIYHTER AHTUTENA NPOTHE OBYX PAINHYHBIK AHTHFEHHEX ASTEDMUHAHT Ha MO-
nexyne MPT. Monesynel MPT, cogepsalyerdics B KandEpaTopas, KoOHTPONEHBIX MaTEDHanax i TECTHDYEMBbIX
obpasuas, COAILIBAKTCA C MEYEHHBIMA SBRONKEM SHTUTENAMK # AHTUTENAM M, HANPABNEHHLIMK NPOTAR OpY-
riE cneundrYeckuy aHTUredHeE canToR Ha monekynax MPT, vmncbunuacsandsiy 4a nyHeax cTpUnos
MAKDOTHTPOBANBHEX NMAHLLETOR.

PacTeop, YCMNHEMOWWA GMoopecUeHLe XeNaTos MOHGE eBpOnNKA, OMCCOUMKPYET HOHBl @BDONHA W3
CEANAHHLIX C MEYEHHBIMA WM BHTUTENAMA NpaTyHe MPT B pacTteop, roe o6pasykiTeA BalCoKofnIoopecUaHTHEIE
XEMNATHLIE KOMINEKCH. MHTEHCHBHOCTE MX GRIOCPECUEHUAKR C BREMEHHEIM DAIPEWEHAEM HIMEDASTCA B
SE-NyHOYHEIX NDOILAYHEX NNaHWETax (CTprnax).

5343 CnexTpanbHo-MoMEHeCUeHTHLIE XapakTeprUeTIKI

HHTEHCHBHOCTE (RNIKOpECUEHUMK MOHOE 880ONHA B COCTaRe XeNaTHpyKHUMX DeTa-OHKETOHATHRIX KOM-
NMSKCOS PACTEONA, YoUNHEADWEND QMooPeCcUEHLMK, A0MHFHA DETACTPUDOBATECA B DEMHME DMODeCUEHL M
C BpEMEHHEN palpewensen. MakcumanesHan gnvsa eonHe Boabywaamwero caeta 340 HM, MakcHmansHan
ONHAHA BONHE WCNYCKaHWA 515 Hba.

HHTEHCHBHOCTE (MICORECUSHUHA YBENHYHEAETCA NPAMS NRPONSEUNOHANEHD ¢ YEENHHEHHEM KOHLEH-
Tpauus FIPT.

5344 Mepauduele obpazys ONA asanya

HenocpedcTEEHHOE ONPEOenaHie NEOBCOMTCA B QMCKAX OHaMeTRoM 3.2 MK, KOTODbIE BolGHBRKITCA ©
NOMOWED CNSLKANEHOTD YOTRORCTEE — HHCTEYMERTE GNA BOHBAHKA QUCKOE W3 «CyXKX MATEH: KPOBKM HOBO-
poEOeHHBEX Ha TecT-Bnaxas DUNLTRORANLHMOH Syard Maper Whatman 903 4K ¢ aHanorddsbiyMKe CEBORCTRA-
md. Cm. n 2.4 MOCT P 559921,

5345 KonudecTeo onpedeneqdi ¢ nomowsse 1 Hatopa

DgiH Habop gomees DeiTe pACCYMTaM Ha 960 onpageneriii.
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5,346 KosmnodewTe Habopa

B cocTae Habopa JonsHbl BXOOMTE:

- RANWBPATOPRI, cogepsae MPT kanyépoeodusbe SOpaileE ANA NOCTPOE HHA KanKBpoaodHoH KprEoi.
MpegcTaenanT cobol BeICy WEHHEE NATHA KPOBW C aTTECTORARHON KoHueHTpayred MPT Ha duneTpoBansHon
Gymare Mapis Whatman 903 1mnd aHanoridioli No CEBOUM CRONCTEAM B 3aneYaTadHeX NakeTax © BNaromorno-
TuTenes. KosueHTpayra MPT B KanutpoeoyHex npobax gomsHa GuiTe 8 gnanazode 0—500 yrisn, He medes
ekt B ypoeHed. MNonHan kanyépoBoYHaA KDPHEAR J0MKHA DTy NOCTROEHS ONA KOO0 NASHWETS.

MouwmedyaHwa

1 SxaqeHna koHYeHTpaUM MPT, Konu«ecTES KANWBRATORGE, CPOK MAAHOCTE M YONORWA XPEHEHWA 00N He GuiTe
YHEIAHE B WHCTPpyEUWM £ #adopy. TouHEE 3HEYSHEA KOHYEHTPEUAM SoNHsk0 Db Te YHESAHK 8 KOHTPONsHOM CEpTHHRRLETE
[CEpTHMMEATE KA4ECTEA). NPUNErESMOM K HABORY, W HA 3THEKETLAX HA KANWOPETORAY SMECTE CO CREQHHMME THAMEHHAMH
MMM NECO8 DAOGPE CUSHUWH GNA HEHAOR KOHLEHTDELURN.

2 HaroToBWTENs AONKEH NPEOCTAEENTE WHPOPEMELMED & METO0AX BTTECTALME 3HAYEHWA coHueHTRagun MIPT B ka-
NUBpoBOMHEE METEQHENAS.

3 Warepeddn kanaBpoBoids oSpa3U0e DOMNKHL NEOROIHTRCA © KARA0R CepHan 0Bpasyos nayesTos. Kanndpo-
BOMHEE NP0l EEEADR KOHLEHTDAUWY HIMEpRIDITCA 8 BYBNHEETAY;

- WOHTROMNbHBIE MATEPUANL. NpegeTaenanT co00d BRICYLLEHHEIE NATHA KPODH HA NoNGCKAX DUk TRO-
BankEHoH Bysary Whatman 903 @niki adancordyHiol No CEOWM CRORCTRAM,

< EOHTROMEHLIE 000A30SLl — HE MEHEE 3, C paznu4Hod koHuesTpadsen MPT: B granaiowe HopMane e,
MOQCroBEE ¥ NOBLIWEHHEE EOHUEHTRALMA. KOMTRONEHENE MATEDWANE JorsHel SETE YyNaKoaansl B NNAcTHED-
Bl KOHBEDRT C BRATCNOTMOTATENEM.

Mpumevwanna

1 3sEYEHHA KoOHYeHTPpaUKMW MPT, K0nN@YecTe0 €0H TRONsHLE MATENRANCE, CPOK WE FOOHOCTH @ YCROEWA XPaHEH WA
Aon#Hsl GslTh yEEZa4E B WHETRYELAW K HEGoDY. ToUHRE 3HaYEHWA KOHWEHTpausH MPT ponssw BeTe YEE3aHE B KOHTRONE-
HOoM CEpTHfURATE [CEPTHHKATE KAYECTRE], NDUNAraeMon K HEBODY, ¥ H3 3THESTEEX HA KOHTRONEHESE METEDHENEX.

2 MaMEpEHUA L0HTRONsHEX oBp3340cE NPOEOOATER C HEMADE CEPHER HaMepaH#A ofpasyoe NEUHEHTEE No & olipas-
UG C KA®OOA HOHUSHTRELHER H8 NNEHIWET.

3 MaroToOBMTEN: OONHEH NPSACTAEMTE WHEODM UMD O METOLAY STTECTAUMRY SHEHEHRA KoHuesTRauMH MFTa koH-
TPONsHB MATEPWANAK NDEEANEHOCTH.

4 MAQoPMALAA O METOOSE STTECTALMM SHAMEHHA KOHUEHTPAURH WP T B 40HTDONEHblY METERHAN A% NPEEANEHOCTH
Aon#Ha ShiTe NPEQCTEENSEHE B WHCTPYEUMY K HAG0DY PEAKTHE0E MK B CEPTHEMWLATE KAYECTES WK NACNOPTE K KOHTPONk-
HelM W3 TEpRANSH.

£ MAQopMauna o Npocn esMESEMOCTY IHAYEHNR DEIYNETATOE M3MEDEH WA KoHyeHTpauke MPT B kane8poBcyHsx 1
ROHTROMNEHE X MATEDWANEE NPEBRNEHOCTH A0N#HE O6iTe NPEOCTEBNEHE B HHCTOYHUMK K Hatopy peakTieos. Cu. 4.2.5 He-
CTOAWErD CTAHAADTE.

& FeroMeHOyeToR YYMAECTHE NaBopaTopud B NDOTPAMMAY BHEWHEA CUSHEM HRYSCTEA pE3yNETATOR ORNPELEnsH#a
MPT B «CyXdx NATHEXS KPOBE NPA HEOQHATANEHOM CEOHHNETE.

autkTena k FPT, smedeHHbIe Bponnem;

- Bydpep Ana uHEyDaLmI;

- DEareHT GNA NEOMBLIBKA NNaHWeTa;

< MHEDOTHTROBANEHEE 98-NYHoUH LIS NNAHWETE C NNOCKKM OH0M NPoADAYHSLIE, COCTOALLME K3 CTOMNCE,
¢ COPBUPoRAHHBIMK Ha BHYTPEHHEH NOBSDXHOCTIA NYHOK AMTUTanaMK npoTie MPT;

= DEACEHT, YOHNABRIOWIAA GroopecUeHLKK,

= AHCTRYHUAR K Habopy peareHToR.

5347 AnanuTtvdeckne XapasTepucTHER

a) MNpeudIHoHHOCTE PeaYNETATOE

MeH cnepatMEHc BHYTOHNAGopaTORPHOM KOHTRONE KAYSCTREA, MCNONEIYA KOHTDONEHES MATERHANB,
JANOMEHHEE B HAGoPE WATCTOBKTENR, CREdYeT BeNONHATE OBOWMHLIE ONPEOENeHna KEwLor0 KoHTRoNLHOMD
Marepdana.

- KoaddbrumedT BaprausK BHyTRHW MNAHWETa, XapakTepHayiownd NoBTODAEMOCTE, QONHeH DTk He
B 13 %,

- KoapuuueHdT sapuialmMy BHYTRH NapTHd Hadopoe — He Donee 15 %.

MoryT BeiTe MCRONEIDBARE: KOHTRONEHEIE MATEDHAMNE GRYTHX MIFOTOERTENER C ATTECTORAHHEIMIA AHAYE-
HAAMA KOHUEHTDEU MPT B «Cyxuy TATHEK: KPOB MMMyHODMOOPECUEHTHEIM METOLOM.

MpuMmedaHan
1 MNpW aHewHeR cueHke Ka-ecTEa Gna MFT MoryT SeiTe NPHHATE CABQYHILNWE A0NYCTHAMEE SHEHSHRAS
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- OTHOCHMTENsHEIR BEHYTRMOHERHOA PEIMEE MEsLY OEYMA H3MEPEHUAMY B OOHOA ceped — He Bonee 11 %,

- OTHOCHTENSHEIR MEMAHEBHOW PaImas Memay daysmi cepuams He Bones 20 %,

- CMEWEH#E CRaOHard #3 4 AsMepesMi (2 cepnm No 2 naMepaddR} — He Gones 18 %,

2 MNpHBeiesk DBHHBIE, NORYHSHEEE NPH BHEWHEE OLAHES A4BCTEA PEIYNETATOR H3MEBPEHMA EOHUESHTRAaRMA MPT
8 CNEUWENEInpo8aHHEY nalopaTopnas HEOHETEMLHOD CEPMHAHIE B COOTEBETCTEMK C ABACTEYIOWER CRSMOl BHEWHER
auesHkd KavecTea. NpegocTaaneHsl $FCEOK.

6] YyBcTEMTENEHOCTE

MetrMmaneHan JOCTOREPHD oNpedenaemMan KoHuerTpaura MPT B acyxky NATHAX» KROBW A0N#Ha DolTh
He Bones 4 |rimmn.

B} MuTEpRan WaMepeHKia

25—500 Hrisan,

r Ouoaensie peaynsLTaTsl

YHAIAHHLIE B WHCTRPYEUWAX K HAG0paM peakTHaon ANA WaMepeHda KoHUeHTDaLrE FIPT Wiy Homioa-
PECLUEHTHEIM METOL0M pEDEegeHTHRE AHAYEHNA KOHUEHTDAUMK ¥ HOBODOHOEHHEK NPK HECHATANLHOM CKPW-
HIHME B GCYXOM NATHES KPOBA SENAKTOA NEWs OPAEHTHREMIA GNA WHTEPNPETALMK PEIYNsTATOR, NONYYeH HblX
B nafopartopdax. Kaxgas nafopartop9a GomMHHa YETaHOBHTE CROK CoBCTREHHEIE pEfepeHTHLIE W NODCrOBRIE
IHASEHWA ZNA Habopa PearedToR, KOTOPEIR HCNONEIYETCA B NOBCEOHEBHOA NPAKTHKE, C YHETOM HALWOHA b=
Hei® W PEFAOHANBHLIX NESEWN. ANeTERHATHEHEIE SPOPWTME NDHHETAA PEWEHWAR ONA  AHarHOCTHKK
MyHOBMCUMADaa oM. [19, 20].

a) Moporopos ssadedne |[cut-off)

Nonwed BeiTe yRa3aH CNOCoE pACHETA NOPONORONe AHAYEHA, HCNONEIOBEAHHEIR MAroToOBWTENEM. B can-
I O CHAMEHAEM SHAYeHWA koHUeHTRauMi MPT ¢ soapactom sHaseHuA cut-off AnA aarHocTHEN MyKOBUCLK-
0038 NEPUoSU4SEcHE NepacMaTpUBaMNTCA.

e) MuTepdepexyma

Oonwret BETE YEalaHbl BEWECTEA, KOTOPEIE BNARIDT HA PEIYNETATE MM HE BNHAKT Ha HXX Q0 ONpege-
MEHHOA KOHUEHTRAUMA . HANPKMED, KoOMUeHTRaUMA TpUrnyuepuooe B kpoan 0o 5000 /100 mn M GunupySrira
go 30 sar 100 mn ve anueseT Ha peayneTaTe. Mpd ouaHke NegekpecTHOR DEaKTHBHOCTH HaroTOBKMTENEM QOrM-
HHbl B TE YCTAHOBEMNEH B YPORHW NEPEKPECTHON DEAKTUEBHOCTIA © ci—2-Makpor NoOYIAHOM, co-1-3HTHT PUNCHMOM,
drocdondnaszod PLAZ, xHMOTRUNCHHOM, YeNoBEYECKMM MMMYyHOrMOSYNKMHOM Knacca G, yponencuHoOre om 1
NOATEEDHASHD, HT0 AT COSQMHEHHA HE ORAILIBAIOT BNKAHKA Ha TOMHOCTE onpedenesuss MPT.

5.3.5 Habop pearaMToB ANA WIMEPEHWA KOHLEHTPAUWK THpeoTponHore ropsmona (TTI) B acyXMx
MATHAK® KPOBH HMMYHOINYOPECUEHTHLIM METOLOM C DPEMEHHGIM PAIPoWEHHEM HA OCHOBE NaHTa-
HMOHOR MeTKK (Eu) AnA npopegeHUA HEOHATANLHOND CHPWHMHIA HA BROMOOHHLIA TMNOTHREeOD

5.3.5.1 MNpegHaidadeqHos NpMMesedre Habopa

HaGop peareHToR gon#ed DuiTe NpegHaIHaYeHq ANA HIMeDeHUA KOHUEHTPALWK THREOTRONHOID ropsao-
Ha B 0DpPaILAX KPOBK HOBOPOMIEHHEX B BUOE « CYyXHX NATEH» HA TecT-0nadkax GHneTpoBaneHoH ByMard c
LUENBD BRABMEHHA HOBODOKOEHHLX © NEDEHYHEIM BPOKOEHHLIM TMACTUDE0I0M NDH HEoHATANBHOM CEpW-
HIAHTE.

5.3.5.2 MpyHyun MeToga

COnpeaensHde CCHOBAHD Ha TREPAShaIHoM ABYCARTOROM HMMYHOgNODOMETPUHYECKOM METOAS (NpA-
MOH COHOBERY-METOE), B KOTOREOM MCNONEIYIOTCA AHTUTENS NEOTHE JBYX DAINWYHEX AHTHMEHHBE BETEDMAHAHT
Ha manesyne TTT. Ooun 123 autuTen npotyve BeTta-cybeeamunusl Monexyne TTT copSupoBansl Ha cTprnax
MHEDOTHTROBANEHEX NMNAHWeaTeR. Joyre aUTUTENA, MeYeHHLIE SBRONWEN, DearvpyIoT ¢ OpyroH JeTepMuHaH-
ToOW Moneeyne T1T. Peaky«da npoTekasT B TEYEHKE OOHON CTYNEHE HEkybauwrK: TTT ogHoBpe MEHHD pearipy-
BT © MELYEHHLIMIA EBDONKEM AHTHUTEN3MKA W AHTHTENAMH, COPOMPOBAHHLIBK HA NYHEAX CTRHNOE
MHEDOTHTROBANBHEX NNAHWETOR. PACTBOD, YCMNHBAOWMA rropecleHUHI0 XeNaToB eBpONHA, QACCoUMMpYy-
8T MOHEI BBD0NKA 13 CBAIAHHOMN C MEYEHHEM MM anTdTenom TTT B pacTeog, rae oSpadyioToA Belcokodming-
PECLUEHTHEIE XENaTHbIE KOMONeEck. MHTEHCHBHOCTE GNIODECUSHUMA © BPEMEHHBIM  PaIDELLEHACM
HIMEpPARTCA B D6-NyHOYHBIX NPO3DaYHEIX NNEHWeTaX (CTpMnax).

5.3.5.3 CnexTpaneH0-MMAHSCLUEHTHLIE X3DakTePHUCTHEN

MHTEHCHBHOCTE DRINOpacUeHUMH MOHOE EBPOMNMA B COCTARE XEeNaTUPYIOWHX BETA-OUKETOHATHEK KO-
NNEKCOBR YCUNHBEADWErD GM0opecUEHUMI0 PACTBOPA JONMHE DerdcTpHpOBaTLCA Ha NNaHweTHOM bnyopo-
METDE B PEXMME DRICODECUBHUNA C BREMEHHEIM DPaspeweHHen. MakcHMym ANMHE BONHE BO30YHIaKWErD
caeTa 340 Ha, MaKCHMYM DNHHE BONHB MCNyckasma 615 1M,

WIHTEHCHBHOCTE DMNI0OPECUEHLIWK NPONODUHOHANERS KOHUeHTpaLWd TTT B obpasuea.
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5.3.54 lMeperyHee obpaiys gNna adanmaa

HenocpedcTREHHOE anNpedeneHie NEoRCcaWTeA B AMCKAX JdaMeTpom 3,2 MM, KOTOpRE BuSrBamwTeA
MO0 K CAEUHANEHOTD MHETPYMEHTA ONA BRGWBaMWA guckoB (oM. nd. 4 NOCT P 558092 1) U3 kpysEos «Cy-
KME NATEH» KPOBK HOBODOMOEHHEIX Ha TecT-0nadkax duneTpoeansHon Symant mapss Whatman 903 wnw ana-
NSTAYHOE No COMMM CROACTEANM .

5.3.55 KonwdecTed onpegensHiin

OouH HaGop Jonwed BelTe paccurTad Ha 960 onpegsnesHKi.

5356 KosmnodeHTe Habopa

B cocTas wabopa JonmsdHbl BXO0MTE!

= RKANWBPATOPEl, cogepwawke TTT. 3To kandbpoaodHse 0SpasUsl ANS NOCTROSHWA KANWDDOBOHHON
KpME0E, DM OoMEHE NPEECTABRNATE COD0NA BRICY LUSHHBIE MATHA KPOBW C ATTECTORAMHOW KOHUgHTpaUMeia TTT
Ha PHUNETROBansHoH Bymare maps Whatman 903 1WnW asanorddHol No CEoMM CEBORCTEAM B 33Ne4aTaHHeIX
MaxKeTax c© BnaronornoTuTened. Kowgedtpagua TTT 8 kanvbporodHes Npobax qonsHa BeiTe B QdanaiosHs
0—250 peMEMN, e meHea yen & ypoaued. MNonyan kanubpoeodHan Kpueaa gonsHa BeiTs NoCTpoeHa gnA
HEKOOMS NNaHWEeTA.

MpuMmedaHrA

1 3saqMeHdd KoHUueHTpaurs TTT, kenHYecTeD k3NWOpaTOROS, CPOK WE FOOHOCTH W YCNOBAA KPAHEHHA Q0N HE O6iTh
WHEIAHE 8 HHCTpyEURM £ HaBopy. Touske SHEYSHRA KOHWEHTRAUAR DOoNHHEE BeTs YEEZEHK B EOHTPONsHOM CepTHHRHEETE
(CepTHEMUEATE KEYSCTER), NpENarasMon K #abopy. 1 HE 3THKETHAX andBpaTopoE BMECTE CO CRBSHHMH 3HAYUEHW@AMY Hid-
NyNeCoE PrOopecySHLMA ANA KaHD0A HOHUSHTRELLHG.

2 WaroTosWTens Aon#es NPeACTaEWTE HEMOPMAEUAK O METOGER ATTECTALMN IHEYSHHAR KoHUSHTpaUWs TTT & ka-
NHBPOEOYHEE MATERHANAL.

3 Mamependn kan«bpoBctie s 0SpAILOE OOMNKHL NPOBOOWTECRA C KARA0A Ccephen oBpazyoe naywexsTos. Kanwdpo-
BOMHEE NPobsl KEEA0E KOHLEHTPALWM @IMEQRIOTEA 8 OQyBnuaTas;

< HOHTRONLHBIE MATERHAMN . BRiCYWEHHbBIE NATHA KPOBW Ha HNeTROBANBHOA ByRare ¢ K0HLEHTDALWENR
TTT He MeHes 4ar Ha 2 YPOBHAY, OOKH M2 KOTOD6IX QONHMEH MMETE aHaYeHrs KoHueHTRaumM TTT Gnuakoe K
yvporHio cut-off, a gpyrod — B 0BNacT NoOBLIWSHHEE IHAYEHHE, KOHTROMNEHBEIE MATEDWaNk: JONHHE GRITE yna-
KOBAMEl B NMACTHUHOBEIA NAKET C ANAroNorNoTHTanes.

MpumevaHan

1 SmEqesHdA KoHUEeHTRAURM TTI. KONKWHECTEOD HOHTRONEHEIX MATERWANDE, CROK TOGHOCTH @ YCAOBWA WX 00NHHE
GEiTs YRAIEHE B MHCTRYRULMA £ HEBoDyY. ToMHs2 3H3YeHRA KoHLesTRauqsn TTT aonsHsl G Ts YE333HEl B EOHTPONSHOM CRE-
THhWKaTE (CEPTHMKETE KAYSCTEE), NPUNErASMoM K HEBODY, M HE STHKETHAY 48 KOHTPONBHEX MATEDUANAX.

2 MaMepeHUA KOHTPONbHEE 08pa3L0E NPOBOARTCR C K3XO0M CEPUEA WIMEepeH na oBpa3uce NaUMeHToR, no 2 olipaa-
UG Ha#OoH E0HUSHTREUMA HE NNAHWET.

3 MaroToBMTEN: GONHEH NPSACTAENT: WHOOPMELHMKID 0 METOJAEY ATTECTAYMHA 3HAYEHUA KoHUeHTpauws TTE 8 kon-
TPONeHEE MATERWANAX NDEEANEHOCTH.

4 MAQopMaUWRA & METOAAY BTTECTAYNMH IHAYEHWA KOHGEHTPAUMH TTT B KOHTPONEHE ¥ MATERHAN AR NPEEMNEHOCTH
Aon#Ha SeiTe NPELCTEANSHE 8 MHCTPYEUMY K HABO0DY PEAKTHE0E MNK B CEPTHEWLATE KAHECTEE MK NACNOPTE K KOHTPO k-
HelM W13 TEpRANSM.

5 MAQopMaUnA 0 NPOCNEXEBAE MOCTH SHEMSHHA PESYNETATOR MAMEREHHA KOHUSHTRELME TTT B sanuBpoeosiHsx 1
KOHTRONBHE ¥ MATEDMANEE NPEBRNEHOCTH A0N#HE GbiTe NREQCTEBNSHE B MHCTRYHUMK ¥ Haliopy peakThecs. CM. 4 2.5 HE-
CTOAWErD CTAHQE0TE.

& PeroMeHOyeToR YYECTHE NaBopaTopud B NDOTPAMMAY BHEWHEA CUSHEM HEYSCTEA PEIYNETATOR ORNRELENSHHR
TTF 8 wCyxux NATHAX» HPOEW NPH HEOHATANEHOM CHPRHRHTE,

= AHTATENRA NPoOTHE TTT, MEYEHHLIE EBPONAEN,

- Bydpep AnA WHEYDaLMIA;

- pRATEHT OGNA NPOMBIBEA NAAHWLETOR,

« MUEPOTHTROBANEHEE 98-NYHOYHBIE MNAHWETE. COCTOALME M3 CTRPWUAOE C NMOCKMM OHOM, NDOIpaYy-
Hilg, & COPEBHPOBAHHLIE HA BHYTREHHER NOBEQXHOCTH NYHOK SHTHTENaMA npoTa TTT

= QRACEHT, YOHNABAOWWA froopecUeHUnl XenaTos eaponqa;

= WHCTRYKUMA K Habopy peareHTon.

5.3.5.7 AHanMTWHECKWE XapakTepHCTHEN

a) MpeudIoHHOCTE PEayNLTaToR

Mpr BHYTENABODATOPHOM KOHTRONE KAYECTER KOHTDOMNLHBE OBpaiIuL MAMEDAKT NPW BaKI0M BrnNan-
HEHHK MCCNEO0BaHHA B KakgOosM NNaswere ogHcepeMerdo ¢ clpasyami nayredTor. KoadibUMedT sapda-
UMM peIyNeTATOR MIMEDEHHA KOHUEHTRaUWKE TTT B vococnegyverbix 0Gpailax He O0NseeH NpeBsiwaTe 15 %,
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Mpuresasmns

1 MNpy Brew=ed ogeHEe ka4ecTas ANk TTE moryT BeiTe NPUHATE CREOYEIUWE JO0YCTHMEE 3HEYEHAA

- OTHOCHTENsHE® EHYTRHOHERHOA PEIMEE MERLy OBYMA H3MEPEHURMY 8 O0HOA cepud — He Bonee 17 %,

- OTHOCHTENEHEIR MEXAHEEHOW PIIMAY MSKOY LBYMAE CELAAME (CREegHAMK #a F HaMepeHrA) — 24 %;

- CMELWEHRE CRaOHErD @3 4 WIMepesdi (2 cephe no 2 M3MeDeHUR) — B CpeaHen He Donee 24 %),

2 MNpuEelesHEE GAHHEE, NONYHEHE] TPH BHEWHEE CUSHEE KBHECTER PEIYNETATOR HAMEDEHWA KoHUeHTpaL TTM &

CIAYHANKHIKpoRaHERE NaB0paTopRAY HEOHATANEHOMD CEPMHMHIE B COOTESRTCTEME C ASACTEYHIUSH CHeMOd BHEWHER
oueskd Kawected. NpenocTaEnNSH: SCEOK.

) YyBCTEUMTENLHOCTR

ManrmansHan GOCTOBEPHD ONPEgenAemMan KoHUWEHTRaUMA T1T B «CyxXMx NATHAX KpoaKW JonwHa DulTe
we Bonea 2 meMERn.

B} MuTepean namepeHnsa

o7 10 meMERan ao 250 MEMEsan.

r CoMdasMee peayneTaTk

MpuaegeHHsE B HHCTRYELUHK NOpOroase asadeddd TTT OnA 300p0Bkis OOHOWEHMHEIX HOBODOMGEHHbIX
ARNAKTCA OPHEHTHREAMM, TRESYHEWL MK yTouHeHWA. B kaxaoid nabopaTopis npl MCnonbEI0BaHNH KOHKPETHOMD
Habopa peareHTos PEKOMEHAYETCA YTOYHUTE 3TO IHAYEHWE, TaK KaK OHO 3aBMCKT OT ofBcnegyeMod NonynALMIE
HOBOPOWOEHHEE M HCNONBIYEMBX HAE0DOR pearTUB0E. KoHUeHTRaUWA TTT, Npessianilan NoporoRoe sHa-
HEHME, YEAILIBAST HA NATONOMNAW, TReOyIoWwyI QoNonHUTENEROrS obcnefoaansd. [NA yTOMHEHKWA JWarHosa
HEOGX00UMO NOBTODHMO ONPE0EeNMTE YpoBaHs TTT W THpoKcKHa (T,} B ChIBODOTHE (NNE3ME) KPOBIA.

a) Moporoeoe ayaverne (cut-off)

Oonwuo GulTe YETAKOBNEHD B KAXL0H NaSopaTopii NpW HCNoNe30BaHAK KOHKPETHOrD HaBopa pearaH-
TOR.

@) WMHTepdepeHyma

Honmuet SETE yEalaHsl BEWECTEA, KOTOPRIE BNAAIDT HA PEIYNLTATE MO HE BIHAKT HA HWX Q0 onNgege-
MEHHCR KOHLEHTRAUAA. MaroTOBHTENEM J0NHHa SBTE MaYYeHa NepeXDecTHAA PEakLkMA ¢ NPONakTHHORM, deon-
MATDOMAHOM, MIOTRCNHHOM, XOPUOTSHAASTROMNMHOM, 8 TAKHKE OUEHEHD BIWAHUE TRAMMWUepUaoE, GrnapyGrHa
H OCKAIAHO, TS MX NPHCYTCTRHE B «CyXMX NATHAXY KPOBK HE BNWAST Ha De3yNbTaTe aHanuaa TTT B HHX.
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nioweBse cnepa; MeguUMHCKOE MALENHE DNA QWarHOCTHIM /0 Vilno, dnioopecueiuna; MoopecUueHyma, pai-
PELEHHAA N0 BPEMEHK, MMMYHODMI0ODECUEHTHEIA 3HANMS, HEOHATANLH bl CKPUHWHT, HABoDE pearawToR ONA
PMOORACUEHTHOND # MyHOMNIOPECUEHTHOND SHANKAEA 7 WIFD aCyROro NATHA KPO@KM s HOBOPOMARHHOTD, gyHK-

YHOHAMEHES XAPaKTERHCTHIM, DaHananaquE; ranakToaa; 17a-rMgpokcnparecTepon; WMy HORERKTMEHEIR
TPICTIAK, THRPROTROMNHEIR MOps0H
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