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Mpepucnosue

1 PA3PABOTAH JlabopaTopueil npobsiemM KNMMHWKo-nabopaTopHoi guarHoctuku HAW obyectBeHHOro
3[,0pOBbA 1 ynpas/ieHns 34paBoOXpaHeHnem FocyAapCTBEHHOrO 604KEeTHOro o6pa3oBaTeslbHOro yupexae-
HUS BbICLLIEro npocheccmoHanbHOro o6pasoaHus MepBoro MOCKOBCKOrO rocyapCTBEHHOr0 MeLULIMHCKOro
yHuepcuTeTa um. .M. CeyeHoBa MuHucTepcTea 34paBooxpaHenns P®. oTaeneHmem MeguLMHCKON reHeTn-
Kn Focy,apCTBEHHOTO KA3eHHOT0 YUpeXAeHUs 34paBo0XpaHeHNsT «HayyHo-NpakTuyeckuii LIeHTp ncuxmnyecko-
ro 340poBbs feTeli U NoAPOCTKOB [lenapTaMeHTa 34paBooxpaHeHus r. MOCKBbI», Hay4HO-AnarHoCTU4YecKo
nabopartopuein PefepasibHOrO rocyapCTBEHHOIO GIOLKETHOTO yUpexaeHus «HayuHblli LeHTp akyluepcTsa,
TMHeKosiorMm 1 nepuHartosnorum M. B.W. Kynakosa» MuHuctepcTtsa 3gpaBooxpaHeHua PP

2 BHECEH TexHuuyeckum komuTeToMm no cTaHgaptusaumnm TK 380 «KnuHuyeckme nabopaTopHbie Uc-
CnefoBaHus 1 AnarHocTuyeckne TecT-cucTeMsl in vitro»

3 YTBEPXXAEH W BBEJEH B AEVCTBVE MNpukasom depepasnbHOro areHTCTBa Mo TEXHUYECKOMY
perynnposaHuio n meTponornn Poccuiickoin ®egepaunn ot 2 anpens 2014 r. Ne 288-cT

4 BBEJEH BIEPBbIE

[MpaBuna npumeHeHWs HacToAWero ctaHgapTa yctaHoBneHbl B TOCT P 1.0—2012 (pasgen 8).
MHdopmaumsa 06 n3MEHEHUSAX K HACTOALW eMy cTaHAapTy Ny6/nKyeTca B eXerofgHom (no COCTOSIHUIO Ha
1 aHBaps TeKyL, ero roga) MHhopMaLuMoHHOM yKka3aTBne «HauuoHanbHble cTaHgapThl», @ 0PULNasbHbIN
TEKCT W3MEHEHW N NONPaBOK — B €XeMeCAYHOM MHDOPMaLNOHHOM ykasaTene «HaunoHabHble cTaH-
fapTbl». B cnyyaB nepecmoTpa (3ameHbl) UM OTMEHbl HAacTOoSALW ero ctaHgapTa COOTBeTCTBYHO Ll ee
yBefomneHne 6yaeTt onyb6ankoBaHO B 6rmxaliliem BbiNycke eXemMecs4HOoro nHchopmaumnoHHoro ykasarens
«HauvoHanbHble cTaHAgapThl». COOTBETCTBYIO W as nHopMauus, yseoMIeHne UTeKCThl pasMeL,anT-
CA TakXe B MH(POPMALMOHHON cncTeMe 061 ero nosib3oBaHus — Ha oduumansHom caliTe ®epepanbHOro
areHTCTBa MO TEXHUYECKOMY perynnpoBaHunio n meTponornmn B cetn WHTepHeT (gost.ru)
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HacToswuii ctTaHAapT He MOXET GbITb MOTHOCTLI0 WU YACTUYHO BOCNPOU3BEEH, TPXMPOBaH U pac-
MPOCTPaHEH B kayecTBe 0hMLMANBbHOIO U3faHns 6e3 paspelleHuss defepanbHOro areHTCTBa No TeXHUYecKo-
My peryMpoBaHuio U1 METPOIOrim
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HAUMWOHANBbHbBIN CTAHOAPT POCCUMCKOWMW OSGEQLEPALUNMN

M3OENNA MEOAVUNHCKUE ANA ANATHOCTUKW IN VITRO AN1A ®JIIOOPECLEHTHOIO
N NMMYHO®JTOOPECLEEHTHOIO AHATN3A «CYXOIO MATHA» KPOBW HOBOPOXAEHHOIO

YacTtp 1

MPNBOPBLI N OBOPYAOBAHUE ANA ®JIFOOPECLEHTHOIO 1 MMMYHO®/TIOOPECLIEHTHOIO
AHANN3A «CYXOIro MATHA» KPOBU HOBOPOXAEHHOIO

TexHnuyeckn© Tpe6oBaHusA 415 TOCYAapCTBEHHbIX 3aKyMNoK

In vitro diagnostic medical devices for fluorescent and immunoftuorescent analysis of «dried spot* of newborn's blood.
Part 1.
Instruments and accessories for fluorescent and Immunofluorescent analysis of «dned spot» of newborn's blood.
Technical requirements for state to buy «

fNarta BBegeHna — 2015—06—01

1 O6nacTb NpUMeHeHus

HacToswwii ctaHgapT ycTaHaBnnBaeT TexHuyeckme TpeboBaHna K MegULMHCKUM U3genuam 4na qoo-
PEeCLEHTHbIX 1 UMMYHODTI0OPECLLEHTHBIX NCCNeA0BaHWI N Vitro aHaIMTOB B «CYXMX MATHaX» KPOBU HOBOPOX-
[EHHbIX NPU BbIMOMHEHUN HEOHATa/ILHOTO CKPUHMHIA Ha HacnefCcTBEHHbIe 3a601eBaHnsA B LeNsAX UX paHHero
BbISIBNIEHNS.

TexHnyeckne TpeboBaHNs, YCTaHOB/IEHHbIE HACTOALMM CTaHAAPTOM, NPUMEHSIOTCS MpY NPoBeAeHNN
rocyAapCTBEHHbIX 3aKynoK faHHbIX U3AeNuii.

2 HopmaTtuBHbIE CChIJIKK

B HacTosiwlem cTaHfapTe UCMOMb30BaHbl HOPMATKBHBIE CCbIJIKU Ha criefyolmne cTaHaapTbl:

FOCT 2.601—2006 EpuHas cucteMa KOHCTPYKTOPCKOW fOKYMeHTauun. 3KcnnyataunoHHble AOKYMEHTbI

FOCT 15150—69 MaluurHbl, Npubopbl U Apyrve TexHuyeckne usgenuvs. VIcnonHeHus AN pasinyHbIX
KMmaTnyeckmx painoHoB. Kateropwu, ycnosus akcnayataunm, XxpaHeHUst 1 TPAHCNOPTUPOBAHUS B YacTu BO3-
[OelicTBMA KnumaTnyecknx hakTopoB BHELLHEN cpefpl

FOCT 30804.4.2—2013 (IEC 61000-4-2:2008) COBMECTUMOCTb TEXHUYECKUX CPEACTB 3NEKTPOMArHUT-
Has. YCTOMYMBOCTb K 3/1eKTpOoCTaTUYeckum paspsgam. TpebosaHua U MeTOAbl UCMbITaHWUIA

FOCT 30804.4.4—2013 (IEC 61000-4-4:2004) COBMeCTUMOCTb TEXHUYECKNX CPEeACTB 3/IEKTPOMArHnT-
Has. YCTOWYMBOCTb K HAHOCEKYHAMbIM MMMY/IbCHLIM NOMexam. TpeboBaHNA 1 MeTofbl UCMbITaHW

FOCT P 50444— 92 Mpub6opsl, annapaTbl 1 060pyA0BaHNe MeauLmHckme. ObLie TEXHUYECK e YCoBUS

FOCT P 51088—97 Hab6opbl peareHTOB 15 KTMHUYECKO nabopaTopHOi gnarHocTukn. ObLine TexHu-
yeckue ycnosus

FOCT P 51317.4.5—99 COBMECTMMOCTb TEXHUYECKUX CPEACTB 3/IeKTPOMAarHUTHas. YCTONYMBOCTb K
MUKPOCEKYHAHBIM UMMYNbCHBIM NOoMexam 60MbLUOW 3Heprun. TpeboBaHUA U MeTofbl UCTbITaHWi

FOCT P 51318.11—2006 (CUCIP 11:2004) COBMEeCTUMOCTb TEXHUYECKUX CPEACTB 3/IeKTPOMAarHuT-
Has. MpPOMbILLIEHHbIE, HAYUHbIE, MeAnLUHCKME 1 6biToBble (MMHMB) BbiCOKOYACTOTHbIE ycTpolicTBa. Paguono-
MexXu U MHAycTpuasbHbie. HopMbl 1 METOAbI U3MEPEHUTH

FOCT P 51350—99 (M3K 61010-1—90) Be3onacHOCTb 3NEKTPUYECKUX KOHTPOSIbHO-U3MEPUTESbHbIX
npnbopoB 1 nabopatopHoro o6opyaoBaHus. YacTe 1. O6ume TpeboBaHus

FOCT P 51522.1—2011 COBMECTUMOCTb TEXHUYECKUX CPEeACTB 3/1eKTpOMarHuTHasa. JnekTpuyeckoe
nabopartopHoe 060pyAoBaHue AN U3MepeHUs ynpasieHusa n nabopaTtopHoro npuMeHeHus. Yactes 1. O6wume
TpeboBaHVA U MeTofbl UCMbITaHWi

M3paHue ouumanbHoe
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FOCT P 51609—2000 W3genua meguuuHckue. Knaccudpumkaums B 3aBUCUMOCTU OT MOTEHUUaIbHOTO
pvicka npumeHeHuns. O6wme TpeboBaHnA

FOCT P 52319—2005 (M3K 61010-1—2001) Be3onacHOCTb 31eKTpU4eckoro o6opyaoBaHuns gns nsame-
peHus. ynpasneHuns n nabopaTopHoro npumeHeHuns. Yacts 1. O6wume tpebosaHus

FOCT P 53133.1—2008 TexHonoruy nabopaTopHble MeanuLMHckMe. KOHTPOIb kayecTBa KIMHUYECKUX
nabopaTopHbIX nccneposaHuii. Yacte 1. Mpepensl AonyckaeMbiX NOrpelwHoCcTel pe3ynbTaToB U3MepeHus
aHanMToB B K/IMHUKO-AMarHocTuyeckmx nabopatopmsax

FOCT P 53133.2—2008 TexHonorum nabopatopHble MeguUnHCKne. KOHTPO/b KavyecTBa KNUHNYECKMX
nabopaTopHbIX uccnefosaHuii. YacTb 2. MpasBuna nposefeHUs BHyTPUI1abopaTopHOro KOHTPOSA KayecTsa
KO/TIMYECTBEHHbIX METOAOB K/IMHUYECKNX nabopaTopHbIX UCCNefoBaHW C WUCNOb30BaHWEM KOHTPOJIbHbIX
matepuasnos

FOCT P 55992.2—2014 W3penua mefuumHcKue ANa ANarHoCTUKK in Vitro A5 hioopecleHTHOro u M-
MYHOM/TI00PECLLEHTHOTO aHa/IM3a «Cyxoro NATHa» KPoBW HOBOPOXAEHHOro. YacTb 2. PacxofHble maTepuasbl
(Habopbl peareHToB) AN PIOOPECLEHTHOTO U UMMYHOM/IIOOPECLLEHTHOIO aHann3a «Cyxoro nsaTHa» KpoBu
HOBOPOXAEHHOro. TexHnyeckne TpeboBaHUsA A5 rocyJapCTBEHHbIX 3aKyrnokK

FOCT P MCO 15193—2007 W3penus meauuMHcKne ANS AWArHOCTMKM in vitro. VismepeHue BenuumH B
npo6ax 61MoN0rMyeckoro NponcxoxaeHus. OnucaHve peepeHTHbIX METOAMK BbIMONHEHNSA U3MEPEHNA

FOCT P MCO 15198—2009 KnuHuueckas nabopartopHas MeavuunHa. Msgenna meguumHckme ansa guar-
HOCTUKM in vitro. MoATBEpPXAeHe METOAMK KOHTPO/IA KayecTBa, peKoMeHAyeMbIX U3roTOBUTENAMU NONb30Ba-
Tenam

MpnmeyaHune — lMNpyu NONb30BAHUN HACTOSLWMM CTaHJapTOM Lenecoo6pas3Ho NPoOBEPUTL AeiicTBUE CCblNoY-
HbIX CTaHAapTOB B WHMOPMaLWOHHON cucTteme o06LWEro nonb30BaHWA — Ha oduunanbHoM calite ®epgepanbHOro
areHTcTBa MO TeXHUYEeCKOMY pPerynnpoBaHuio U MeTponorun B cetu VIHTepHeT WU NO exerogHoMy WH(opMaLNoOHHOMY
ykasaTenio «HauuoHanbHble CTaHAapTbi», KOTOPbI/ ONY6/IMKOBAH N0 COCTOSIHUIO Ha 1 itHBaps Tekylero roga, v rno Bbinyc-
Kam eXxeMeCsYHOro NHopMaLMOHHOTO yKasaTens «HaynoHanbHble cTaHAapThl» 3a Tekywuii rog. Ecnu 3ameHeH ccbinou-
Hblii CTaHAapT, Ha KOTOPbIA faHa HeAaTWPOBAHHAA CCbifika, TO PEKOMEHAYeTCs UCNOoMb30BaTh AECTBYIOLW Y0 BEPCUIO
3TOro cTaHAapTa C yHeTOM BCeX BHECEHHbIX B laHHYI0 BEPCUIO M3MeHeHNA. ECin 3aMeHeH CChbITIoYHbI cTaHAapT, Ha KOTo-
pblii faHa faTUpOBaHHAA CCblfika, TO PEKOMEHYeTCA UCMONb30BaTbh BEPCUIO 3TOTO CTaHAapTa C yKkasaHHbIM Bbille r00M
yTBEpxXAeHus (NpuHATUA). Ecnu nocne yTBepXAeHNsa HacTOALWero cTaHAapTa a CCbi/IOYHbIV CTaHAapT, Ha KOTopbIii faHa
flaTupoBaHHas ccblfka, BHECEHO M3MEHeHUe, 3aTparuBatliee NosioxeHne, Ha KOTOpoe AaHa CCbi/ika, TO 3TO MOOXeHNe
pekoMeHAyeTCsi NPUMEeHATb 6e3 yyeTa aHHOrO M3MeHeHNa. Ecnn cCbiNoYHbIl cTaHAapT oTMeHeH 6e3 3aMeHbl, TO N010-
XeHWe, B KOTOPOM [laHa CCbl/lka Ha Hero, peKoMeHAyeTCA NMPUMEHATbL B YacTW, He 3aTparuBatoLieid aTy CCbifKy.

3 TepMuHbl 1 onpegeneHus

B HacTosiem cTaHAapTe NPYMEHEHbI Creaytolime TEPMUHbI C COOTBETCTBYIOLLMMY ONpeaeneHnsaMu:

3.1 meguumHckoe nsgenve ansa guarHoctuku In vitro (in vitro diagnostic medical device): Jlio6oe me-
AVUMHCKOe n3genue, ABnsioLLeecs peakTMBOM, peakTUBHbIM NMPOAYKTOM, KasiMbpaTopoM, KOHTPO/IbHbIM MaTe-
puanoM. HabopoM, WHCTPYMEHTOM, annapatoM, O060pyJOBaHWEM WAU CUCTEMOW, WCMOMb3yemoe
CaMOCTOATE/IbHO NN B KOM6I/IHaLU/II/I, npegHasHavYeHHOe U3rotosutesieM ans npuMeHeHus in vitro npu nccne-
[oBaHUM 06pasLoB, BKIIOYAs KPOBb U TKaHW, B3ATble U3 Ye/I0BEYEeCKOro Tena, eJMHCTBEHHO 1 raBHbIM 06pa-
30M B LensiX NosyyeHns MHcopMaumy, kacawuieecs U3nonornyeckoro Uam natosiornyeckoro CoCTosAHUS,
U BPOXAEHHO aHOPMasibHOCTU, UNu ANa onpejeneHns 6e30nacHoCcTM M COBMECTMMOCTU C MOTEHUMasb-
HbIM PeuVnUeHTOM, UIN AN MOHUTOPUHIA TepaneBTUYeCcKUX Mep.

MpumevaHuns

1 EmKoOCTb Ana o6pasya BakKyyMHOro UM UHOTO TUNA, cneynanbHO npejHasHavYeHHas M3rotToBuTenem Aas nepBuy-
HOro pasmelleHns u coxpaHeHns o6pasLoB, B3ATbIX U3 TeNla YeNoBeKa C Lenbio AUarHoCTUYECKOro nccneoBaHus in vitro.
paccmatpuBaeTcs Kak MefuLMHCKoe n3genve gna AuarHocTuky in vitro.

2 MpoaykTbl 061WenabopaToOpHOro Ha3HauYeHUs He ABNSTCA MEAULUHCKUMUN U3LENUSMU NS ANATHOCTUKNM in Vitro,
crneunanbHo NpefHasHavYeHHbIMU M3rOTOBUTENIEM A1 UCNOb30BaHNSA B ANArHOCTUYECKMX UCCEeA0BAHMUAX in Vitro.

[1. onpepenenHo 3.1]

3.2 MHCTPYMEHT ANnsA anarHocTukn In vitro (in vitro diagnostic instrument): O6opygoBaHue unu npu-
60p. MpefHa3Ha4YeHHbI M3roToBUTENEM AN NPUMEHEHUS Kak MeAuUMHCKOe usfdenne Ans AUarHoCTUKW
in vitro.

[3. onpegeneHune 3.26]
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3.3 BcnomoraTesibHoe u3genue K MeAULMHCKOMY U34eNuo ANs AMarHocTuKKM in vitro (accessory
to an IVD medical device): V3genue, npegHa3Ha4yeHHOE M3rOTOBMTENIEM CheuuanbHO AN UCMONb30BaHNsA
BMeCTe C onpefenieHHbIM MeAULUHCKAM n3aennem A8 AMarHOCTVKK in Vitro, Npucnoco6/1eHHbIM UK Copeii-
CTBYHOLLMM 3TOMY U3J€E/IMI0 B COOTBETCTBUU C €70 UCMOMb30BAHUEM MO HA3HAYEHUHO.

[9. onpegenenune 4]; (10. yacTb A. onpegenenve 1/1.2]

3.4 nsrotoButenb (manufacturer): dusnyeckoe nan rpuguyeckoe IMLo, OTBETCTBEHHOE 3a paspa-
60TKy. NPOM3BOACTBO, KOMMOHOBKY, YNaKoOBKY M MapKUPOBKY MeAWLMHCKOro usaenusi, c60pky CUCTEMbI UN
aganTtauuio MeanLMHCKOro n3genuns nepes pasMeLleHMem ero Ha pbiHke Ui BBOAOM B 3KCMlyaTauuio, Hesa-
BMCUMO OT TOTO, MPOM3BOANIUCH NN 3TV ONepaLun AaHHbIM ULOM WX OT Er0 UMEHW TPeTbel CTOPOHOIA.

[3. onpepeneHne 3.36]

3.5 obpasel (specimen): bBuonornyeckuii MaTepuan, KOTOpbI/ NOMyYeH, YTOObI 06HAPYXUTb UK N3Me-
pYTb OZHY WM HECKOMbKO BEJINYMH.

[2, onpepeneHne 3.5]

Mpumep — Kanns kKanunnspHoi KpOBW, B3ATas U3 NMATKN HOBOPOXAEHHOTO, HAHECEHHAs HA KPYXOK P U/b-
TpoBaNbHON 6GyMaru 1 BbiCylW eHHAsA HA BO3AYXE.

3.6 aHanuTuyeckas nopuus (analytical portion): Mopums maTepuana, B3ATOr0 U3 aHaIMTUYECKOW Npo-
6bl. HA KOTOPOI NPOBOANTCH U3MEPEHWEe NN HabngeHne.
(FOCT P NCO 15193—2007, onpegeneHve 3.4]

MprmeyaHue — AHaANUTUYECKYIO NOPLUID GEPYT NPAMO U3 NepBUYHON MM nabopaTopHoi Npo6bl, ecnu He
TpebyeTcs NOATOTOBKA. AHAIMTUUECKYIO MOPLUMI0 WHOTAA PACTBOPSIOT 4/l NOJIyYEHNUS aHANNTUYECKOro pacTeopa nepeg
noMelleHNeM ee B U3MeEPUTENbHbI NpuGop.

Mpumep — Bbl6GUTHIN B NYHKY NAaHweTa AUCK PUNbTPOBANbHON 6Gymarn onpejeneHHoro gnamer-
pa C HAHECEHHOI HA HEero KanuANIAPHOW KPOBbI, B3ATONW M3 NATKN HOBOPOXAEHHOTO W BbICYWEHHOW Ha
BO3AyXe.

3.7 TecT-6naHk (test-blank): BnaHku (kapTouku) U3 cneunancHol unbTpoBanbHON Bymary onpege-
NIeHHbIX Pa3mMepoB ¥ CBOMCTB C HameyaTaHHbIMW Ha HUX KPYXKamu A1 BHECEHUS kanefb 6MoXnaKocTn (y Ho-
BOPOX/EHHbIX — KPOBW), C MHCTPYKLMEN 418 NonyyeHns obpasua n BHECEHUS CBeAeHWI No naeHTudmkaumum
naymeHTa u B3STOr0 y Hero obpasua 6moxunakoctn. TecT-6naHkn npegHasHayeHbl A5 B3ATUA, XPaHEHUs 1
TPaHCNopTMPOBKM 06pasLoB.

MpumeyaHune — AgantuposaHo u3 (6]. (12).

3.8 «cyxoe nATHO» Kposu («dried spot» of Wood): BbicylwleHHOe ¢ onpefeneHHbIMY NPeaoCTOPOXHOC-
TSMU U B ONpPeAeneHHbIX YCNOBUSIX NATHO KPOBW, NpesBapuTeslbHO HAHECEHHOI Ha TecT-61aHk.

MpumeuyaHune— TeXHONOTUA «CYXOro NATHa» — TEXHOMOTUS NpPeaHanuTUYecKoro atana Ans B3ATUA Kanun-
NSPHOI KPOBU Y HOBOPOXKAEHHBIX UCMONb3YETCsA NPU HEOHATANLHOM CKPUHUHTE, & TakKe NPy aNUAEMUOTOTNYECKUX CKPU-
HUHIax y HOBOPOXAEHHbIX, ieTel 1 B3POC/bIX, HANPUMeEp, CKPUHUHTE AN BbisBneHus BMY. renatutos u uccnesoBaHmsax
rOPMOHOB, NUNNUAOB, NlekapcTs. MpeumyllecTBa MeTo4a — Manas TPaBMaTUYHOCTb. BOSMOXHOCTb WCMO/b30BAHUS MUK-
poaHanusa, NpocToTa TPAHCMNOPTUPOBAHNS U XPaHEeHUs 06Pa3LoB.

3.9 CKpWMHUHT (screening): MpoceuBaHne — MeTOA BbisiIBIEHWSA B 06LLei nonynsaumMm nuy, ¢ onpeae-
NleHHoli 601e3HbI0 UK hakTopamy prcka ee pasBUTUS.

3.10 HeoHaTaNbHbIN CKPUHUHT (neonatal screening): MaccoBoe 06cnefoBaHNe HOBOPOXAEHHbIX fe-
Teil ANSA BbISABNEHNSA BPOXaAeHHbIX Hac/1eACTBEHHbIX 3a601eBaHnin Ha foKIMHMYeckon ctagum (11.12)].

MpumeyaHwne— BcooTeercTeun ¢ npukasom MwuHsgpascouypassnutusa PP ot 22 mapTta 2006 roga Ne 185 «O
MaccoBOM 06CnefoBaHNM HOBOPOX/AEHHbIX AeTeil Ha HacneAcTBeHHble 3a60neBaHUsi» NMPOBOAUTCSH MacCOBbIi HeoHa-
TanbHbIi CKPUHWUHT HA (DEHUNKETOHYPUIO, ranakTo3eMunio. afipeHOreHNTanbHbli CUHAPOM, MYKOBUCLMAO03 U BPOXAEHHbI
runotnpeos (11).

3.11 nmmyHodntoopecueHTHbIn aHanu3 (fluoroimmunoassay): MeTog aHann3a, OCHOBAaHHbIA Ha
NPOBOAMMOVNA in Vitro UMMYHOXUMWUYECKOI peakuun aHTUreHa co cneuntunyecknM aHTUTeNoM, KOMbIOTMPOBaH-
MbIM € doNTyopecueHTHOl meTkol (cm. 3.19).

(ApantupoBaHo, FOCT P 51088—97. onpegeneHne 3.9] 1. (13]

3.12 uMMyHO1l0OpEeCLEHTHbI aHannu3 c BpPeMeHHbIM paspeweHnem (time-resolved fluoro-
immunoassay): BapuaHT MMMYHOCMIOOPECLEHTHOIO aHann3a, Npu KOTOPOM perucTpaums curHana dnoo-
pecueHunn OCyLLecTBNSEeTCA C 3aflepXKoli BO BPEMEHW OTHOCUTE/IbHO CBETOBOro WUMMNy/bca BO3bOyxae-
Hus (14].
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MpumevyaHuni

1 BUMMYHO(/1I0OPECLEHTHOM aHann3e C BpeMeHHbIM pa3pelleHneM U3MepeHneM aHalnToB «CyXoro NATHa» Kpo-
BN HOBOPOX/EHHOTO BbiSIB/IEHNE aHTUTEHOB WU aHTUTEN OCHOBAHO Ha Oonpe/jeneHUN KOMNIekca aHTUTEH-aHTUTenNo 3a
cyeT BBEAEHUS B OAUH M3 KOMMOHEHTOB peakuuy B KayecTBe MeTKM XenaToB pPeAKO3eMesibHbIX MeTannoB (NaHTaHu-
0B — eBponus, camapus, Tep6usa v ap.). Takoit BapuaHT UMMYHO(II0OPECLLEHTHOTO aHan3a ¢ paspelleHnem no speme-
HU o603HavalT Takxe kak meTon (nnu TexHonorusa) OELFIA (Dissociation of Enhanced Lantanide Fluoroimmuno-
assay — AMCCOLMOHHO-YCU/TIEHHbIN NaHTaHUAHbIA hI0OPONMMYHOAHANN3).

2 BONblWOW CABUT MEXAY ANNHOI BOMHbI BO36YyXAeHNS noopecueHumn (340 HM) U MakCUMYMOM ee U3Ny4yeHus
(613 HM) no3BoNsAeT n3bexaTb POHOBOW ayTod0oOpecLeHLNN BUONOTUYECKNX 06 BEKTOB, UTO ABNAETCA NPEUMYLLECTBOM
meToAa.

3.13 dnwopecueHynsa (fluorescence): HABneHve nsnyvyeHUa ceetTa Moiekynamu rnocse nornoweHns
BO30YyxjaroLiero ceeta.

MpumevaHnunsn

1 AganTtupoBaHo (8. pasgen 4.1]. 113).

2 Kak npaBuno, ceeT oopecueHyMn nmeet 661bWYy0 ANNHY BONHbI, 4eM abcop6UpoOBaHHbIN (BO36YxAatoLWwnii)
cBeT.

3.14 Bo36yxAaeHue (excitation): MNepexon MONeKynbl U3 COCTOSAHWA HaMMeEHbLUEW 3HEPrun, a UMEHHO
MCXOAHOr0 COCTOSIHWSA, B COCTOAAHME 6OMbLUel aHeprum BcneAcTeme abcopbummn najatoLlero ceeTa.

Mpumeuvanune — ApgantuposaHo (7. pasgen 4.1). {8).

3.15 3aTyxaHue (raweHue) dgnwopecueHynn (fluorescence quenching): /lto6oe B3anmogeincTeue
MOJIEeKy/lbl C pacTBOPUTENEM, pacTBopamu: Wv 4pyruMmu haktopamm okpyxatoLein cpefibl, KoTopoe CHuXaeT
KBaHTOBbIV BbIX04 (hI0OPECLEHLMN.

[8. paspen 4.1]

3.16 MHTeHcuBHOCTb hnopecueHumn (fluorescence intensity): 1) CurHan MHTEHCUBHOCTU (O/1H00-
pecueHUmMm; nokasaHune LKasbl MHCTPYMeHTa npu getekunn (obHapyxeHnmn) itoopecL,eHTHOro N3nyyeHmns ot
BO36YXAEHHbIX )/II0OPOXPOMOB; 2) Mepa IHEPrUn nsnyyeHns qroopecLeHumn.

[8. paspen 4.1]

3.17 norpaHu4yHOe, noporosoe 3HavyeHune (cut-off value): 3HayeHne BeNNUMHbI, NCNOb3YEMOE B Ka-
yecTBe npegena Ana NPUHATAS UArHOCTUYECKOro pelleHus, ngeHtudgurkaumm npobbl, koTopas nokasbiBaeT
Hannuve unm oTCyTCTBME U3MEPAEMON BEMYMHBI, ONpeaeneHHoN 601e3HN, COCTOAHUS.

MpumeyaHnsa

1 Pe3ynbTaTbl U3MEPEHMUSA Bbllie NOTPEHNYHOr0 3HAYEHUSI CHUTAITCS MOJIOKUTEIbHBIMU, @ Pe3yNbTaTbl HUXe MNo-
rPaHNYHOTO 3HAYEeHUss paccmMaTpuMBalTCS Kak oTpuuaTesnbHble.

2 Pe3ynbTaTbl M3MepPEeHUs BO3/ie MOrPaHUYHOro 3Ha4YeHUs MOTyT paccMaTpuBaThCs Kak Hey6euTenbHbIe.

3 Bbl6Op NOrpaHMYHOro 3Ha4YeHus onpegenseT AMArHOCTUYECKYH CNeuudUYHOCTb U ANATHOCTUYECKY YYBCTBU-
TeNbHOCTb.

(3. onpepenenne A.3.13)

3.18 chnwopodop/dhnwopoxpom (fluorescer/fluorochrom): BewecTtBo, koTopoe dawopecumpyet
nof AelAiCTBUEM 3/1IEKTPOMArHUTHOIO U3/TyYeHus.
[7. 8 paspen 4.1].

MpumevyaHune — dnwoopodop 1 PIOOPOXPOM — CUHOHUMBI.

3.19 dnoopecueHTHas meTka (fluorescent label): ®noopodop. coeguHEHHbI ¢ MONEKYON aHTuTe-
naYadturena A5 Ucnonb30BaHUs B UMMyHOaHanuse Ans getekyumn aHanuTa (cm. 3.11).

3.20 aHanusatop haopomeTpuyeckuii (fluorometrc analyser): J11060i MHCTPYMEHT, NCNOJb3YEMBIi
NS perncTpauun noueHku aroopecueHLmn, n, Npu Heo6XoANMOCTU, APYTMX KAYECTB aMUccUn NoopecLeH-
LMy — Takux, Kak CnekTpanbHoe pacnpefeneHne uam aHn3oTponus, KMHeTuka 3aTyxaHus taopecLeHumn.

MpumeuyaHune — [Ins oueHkU haoopecyeHLn Npu hAOPEeCLLEHTHOM U UMMYHOMIIOOPECLEHTHOM aHannse
in vitro «Cyxoro nsiTHa» KPOBM HOBOPOXAEHHOTO MOTYT 6bITb TAKXKe UCMONb30BaHbl (D/1I0OPOMETPbI, aHaNN3aToOPbl PNIOPO-
MeTpuyeckne, MHOrOMYHKLMOHaNbHbIE NAAHWETHbIE aHann3aTopbl C TeXHONOrMeil usmepeHus oopecLeHynmn ¢ Bpe-
MEHHbIM pa3pelleHnem.

3.21 6/10KM peakuMOHHbIX iHeeK ANsi hII00PECLEHTHOTO U UMMYHOMIIDOPECLEHTHOIO aHanmsa
(blocks of reaction wells for fluorescent and immunofluorescent analysis): Cocyabl (sueiikn, NyHKKW), npegHas-
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KayeHHble AN BbINOJIHEHWUSA 3TAN0B aHaIMTUYECKOl hasbl (HIDOPECLEHTHOTO Y UMMYHOMIOOPECLEHTHOIO
aHanusa in vitro n gna perncrpauny onoopecueHumm, 06 beanHeHHbIEe B e4nHbIA 610K (pamKoii).

MpumeyaHune — Auelikn (NyHKN) MOTYT 6bITb 06BbeAUHEHbI B 6/10KM B BUAeE NnaHwWeToB (Nnawek), Hanpumep,
KOMOHKM 13 8 NyHOK (0T A o H) no 12 paaos, o6begnHEHHbIE B bIMKPOTUTPOBA/IbHbIE NAaHWeTbl ¢ 96 NyHKamu. MnaHweTbl
MOTYT COCTOATb U3 384. 864.1536 A4eek. Aueiikn, o6beANHEHHbIE B OAWNH UK ABa pAfa UAN B O4HY WK ABE KONTOHKKN, 06-
pasytT cTpun.

4 Tpubopbl N 060pyaOBaHMeE 419 ANATHOCTUKK in vitro gnsa NoopecyeHTHOro
N UMMYHOM TIIOOPECLEHTHOIO aHaln3a «Cyxoro nsATHa» KPOBW HOBOPOXAEHHOIO

41 O6uwwe TpeboBaHWsa AN TOCYAAPCTBEHHbIX 3aKyNnoK

4.1.1 XapakTepucTuku npepgnaraeMoro o60pyfoBaHus [O/HKHbI COOTBETCTBOBAaTbL MW MPEBOCXOAUTH
HacTosiwme TexHnyeckme TpeboBaHus.

4.1.2 O6opypoBaHne v KOMMAEKTYIOLWME AOMKHbI ObITb HOBbIMW, paHee He UCMOo/b30BaHHbIMU.

4.1.3 Ana npoBegeHus h0OPECLEHTHOrO 1 UMMYHOII00PECLEHTHOrO aHann3a «CyxXux NATEeH» KPoBU
HOBOPOXJEHHOro TpebyeTcs NpumMeHeHve psga nsgenuii (Npubopos 1 060pyAOBaHKSs), KaX40e U3 KOTOPbIX
3aKkynaeTcs OTAe/IbHbIM I0TOM.

Tpe6oBaHUs K MPOM3BOANTENBHOCTU NPUBOPOB 1 060PYA0BAHUS [O/MKHBI ObITb CCHOPMUPOBAHDLI C Yye-
Tom o6bema uccnegoBaHuii B nabopartopum.

KomnnekT oCHOBHOro M BComoraTesibHOro 1[abopaTopHOro o60py0BaHnsA 471 HEOHATa/IbHOrO CKpU-
HWHra BKIOYaeT credyowne n3genns (ganee no TekCTy — KOMMAEKT 060pyf0BaHNs):

a) aHanmsatop IlOPOMETPUYECKNA — permctpaTop dhaopecLeHLmnn:

6) WHCTPYMEHT /151 BblIOMBaHUA GYMaxHbIX ANCKOB C obpasLaMu Kposu,;

B) YCTPOICTBO ANA packanbiBaHWA peakTMBOB B MUKPOTUTPOBa/IbHbIE MNaHLLEThI (gUcneHcep);

r) BCTpsAxuBaTtenb (Weikep) Wan BCTpAXuBaTeb — MHKy6aTop:

A) VHKy6aTop (TepmocTar) 415 UHKy6aLumMm MUKPON/IaHLLEeTOB;

€) YCTpOWCTBO ANS yAaneHus AUCKOB M3 NaHLWeToB — ANCKpeMyBep;

X) YCTPOWCTBO 4719 NMPOMbIBaHWA NAaHLWeTOoB (BoLep);

1) MMWKPOZLO03aTopbl MUNETOYHbIE C U3MEHSAEMbIMU 06 bEMaMUN [03MPOBaHNS;

K) MWKPOTUTPOBa/IbHbIE MNAHLLETbI U CTPUNbI;

) HaKOHEeYHWKN ANA NUNeToK N aBTOMaTUYecKMX [403aTOPOB.

KomMmnnekraumsa — B 3aBUCMMOCTM OT Tpe6oBaHuii 3aka3unka 1 MOLHOCTH nabopaTopuu.

MpumeyaHunsa

1 YkasaHHble a nepeuncneHunsx a), 6), B), r), 4). e). x), n), k) u3gennss MoryT UCNO/b30BaTLCA B COCTABE COBMELLEH-
HbIX C )IIOOPOMETPUYECKMM aHannM3aTopom Moaynei unm BXoAUTb B COCTaB aBTOMaTU3NPOBAHHbIX CUCTEM.

2 AHanusatop (pboopoMeTpUYeCcKuii co BcnomoraTesibHbIM 060pyAOBaHNEM 1 afanTUPOBaHHbBIMU HabopaMu pea-
reHToB 06pasyloT eUHYI0 aHa/IMTUYECKYl0 CUCTEMY, KOTopas MOXeT GbiTb peann3oBaHa U3roToBUTENIEM UK U3FOTOBUTE-
NAMKU B pasfINyYHbIX BapuaHTax B 3aBUCUMMOCTM OT TpeboBaHuii 3akasunka. BcnomoratensHoe o6opygoBaHue u Habopbl
peareHToB (cM. TOCT P 55992.2) f0/KHbl 6bITb COBMECTUMbI C OCHOBHbIM NPUGOPOM U APYT C APYTOM.

4.1.4 B KOMMMEKT MOCTaBKM K KaXAOMY U3AeNuio AO/MHKHO 6biTb BKIHOYEHO PYKOBOZCTBO Nosib3oBaTe-
N — WMHCTPYKLUMA MO 3KCNayaTaunm Ha PycCckoM A3bike. DKCnyaTaunoHHas AoKyMeHTaums f0MKHa ObiTb Bbl-
nosnHeHa B cooteBeTcTBMM ¢ FOCT 2.601—2006. TOCT P 50444, TOCT P 51350. [jokymeHTauus Ans
nosb3oBartens AosxHa oTBeyaTtb TpebosaHnsam NCO 18113.3, pasgen 7. KomnbioTepHble nporpammbl Ans
pacyeTa pe3ynbTaToB UCCEf0BaHMNIA N OLLEHKM NX KavecTBa A0/DKHbI ObITb NpeAcTaBNeHbl Ha PYCCKOM A3bIKe.

Pa6oTa ¢ nsgenusamu gomkHa NpoBoAMTLCA 06yYEeHHbIM OnepaTopoM.

4.1.5 KomnbloTepHoe o6opydoBaHue 1 nporpammHoe obecrneyveHne, BXogsliee B KOMMIEKT NOCTaBKu
n3genunii, 4OMKHbI 6biTb MOSTHOCTLIO COBMECTUMBIM APYT C APYrOM ¥ C OCHOBHbIM 060pyAoBaHnem. Ecim nve-
10TCA pycudunLmpoBaHHbie BEpCUr NPOorpamMmMHOro o6ecneyeHmns, Ol JO/DKHbI ObiTb BKIOUYEHbI B KOMMJIEKT NO-
cTaBkun. KoMmnbloTepHoe 060pyAoBaHie 1 NporpaMMHoOe obecrneyeHmne foMKHbl 6biTb TakKe KOMMIEKTHBIMU 1
COMNpPOBOXAATLCA PYKOBOACTBOM MOJIb30BAaTE/A HA PYCCKOM SA3bIKE.

[vanor c onepatopom Ao/XeH 6biTb OPUEHTUPOBAH Ha NOATOTOB/IEHHOIO NO/b30BaTeNS.

4.1.6 O6opyaoBaHne A0/MKHO ObITb paspeLlleHo K NPUMEHEHWI0 Ha Tepputopumn Poccuiickoii Peaepa-
L1y B yCTaHOBMIEHHOM NOPSAAKE U LOHKHO UMETb:

- CBE1EHUA O PerncTpaLnuoHHOM yA0CTOBEPEHUN, BbIAAHHOM U3roTOBUTEIO B YCTAHOB/IEHHOM NOpPsKe
YNOSIHOMOYEHHbIM PefiepanbHbIM OpPraHoM WCNOTHUTENBHON BnacTu B cdhepe 34paBoO0XpaHEHUs;
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- UIHCTPYKLMIO MO NPUMEHEHUIO U PYKOBOACTBO MO 3KCM/yartaunun MeguuuHcKoro n3genums Ans nonb3o-
BaTess.

Bce BblleyKasaHHble OKYMEHTbI AO/DKHbI ObITb MpeAcTaBieHbl Ha PYCCKOM A3blKe.

4.1.7 W3penus, npegnaraemble K 3akynke, AO/MKHbI UMETb rapaHTuiiHble 06s3aTenbeTBa Ha faTy no-
CcTaBKu He MeHee 1 rofa.

4.1.8 [lomxHa 6bITb 06ecneyeHa COBMECTVMOCTb HA60POB peareHToB A8 DII00PECLEHTHOrO U UMMY-
HOH/IIOOPECLEHTHOTO aHanm3a «Cyxoro NsATHa» KPOBW HOBOPOXAEHHOrO C UCMO/b3yeMbIM MOfib30BaTeNem
nabopaTopHbIM KOMM/IEKCOM.

4.1.9 Habopbl peareHTOB [JO/DKHbI 3aKynaTbCs OTAeNbHbIMK NoTamMn. TpeboBaHua Ana 3aKynok Habo-
poB peareHToB — cM. TOCT P 55992.2.

4.1.10 B oTHOWeHWN 31eKTpo6e30nacHOCTM U3aenns, BXoAsALWwmne B KOMNIEKT 060pyA0BaHNS, [OMKHbI
cootBeTcTBOBaThH FOCT P 51350 Cc Tpe6oBaHMAMM He HXe NpeabsaBAseMblX K u3genusam knacca l. cteneHu
3arpsi3HeHus |. kateropum moHTaxa Il; n FTOCT P 52319—2005 (o6opyaoBaHue kiacca ).

4.1.11 To 3NeKTPOMAarHUTHON COBMECTUMOCTU U3L4eNusi, BXOAsALME B KOMMIEKT 060pyA0BaHUs, f0/-
XHbI cooTBeTcTBOBaTbL FOCT P 51522 ¢ Tpe6oBaHUsAMU He HKe TpeboBaHuii k n3genusm knacca b. kateropus
kauecTBa yHKUMoHMpoBaHus C. a Takke [OCT 30804.4.2, TOCT 30804.4.4, TOCT P 51317.4.5,
FOCT P 51318.11.

4.1.12 KnumaTtuyeckoe UCMOSIHEHME U3AENNIA, BXOAALMX B KOMNMIEKT 060pyA0BaHNsA, fOMKHO COOTBE-
TCTBOBaTb MCMNoNHeHuto YX/1 4.2. no NOCT 15150: temnepatypa Bo3gyxa +15 ... +35 "C. oTHocuUTesibHas
BI@XHOCTb: 10—85 %.

MpumeyaHne — B TexHMYeckm 060CHOBAHHbIX ClyyYasx AonyckaeTcsa CyXeHue AumanasoHa pabouumx u npe-
AeNbHbIX TEMNEpaTyp.

4.1.13 To yCTOYMBOCTH K MEXAHNYECKUM BO3AENCTBUAM N3AENNA, BXOAALLME B KOMMIEKT 060pyfoBa-
HUS, OO/MKHbI cooTBEeTCTBOBaTh p. 1 uywm2 no FOCT P 50444 (cTaumoHapHble W/uam nepeHocumble BHYTpU
noMeLLeHunit).

4.1.14 TpeboBaHUs K 3/1EKTPONUTaHNIO

QnekTponuTaHve n3genunii, BXOAALLMX B KOMMNIEKT 060pyA0BaHNSA, [O/KHO OCYLLLECTBATLCS OT CETU Ne-
peMeHHOro Toka c YactoToi nuTtatLein cetn (50 + 1) Iy 1 HanpsxeHneM anekTponuTaHua (2201 10 %) B B
cooTBeTCcTBMM € TpeboBaHuamn FOCT P 50444.

4.2 AHanusatop hsloopoMeTpuUYecKuii (peructpaTop aoOpecLeHLnm)

4.2.1 TpegHasHayeHHoe NpUMeHeHne usgenus

AHanusatop 1I00poMeTPUYECKNA AO/MKEH ObITb NPegHa3HavyeH ansa peructpauuy aoopecLeHLun n
dh/1roopecUeHUMn C BpEMEHHBIM paspeLlleHneM XUaKMx n/nnv Teepapix Nnpo6, pasmeLleHHbIX COOTBETCTBEHHO
B 06BbEME WIN Ha AOHbILKAX MUKPOTUTPOBA/IbHBIX MIAHLLETOB W/UAN CTPUNOB. AHANN3aTop JO/IKEH UMETb
BbIXOA A1 NOACOEAVHEHUA K NPUHTEPY U KOMMNbIOTEPY.

B oTHOLWeEHNN peakTMBOB aHa/IM3aToP MOXET 6bITb OTKPLITON WMAW 3aKPbITON CUCTEMONA.

n pnmMmevyaHne — OTKprTaﬂ cunctema npegnosiaraeT BO3SMOXHOCTb UCMNONb30BaHNA peareHToB pas/iniyHbIX U3-
rotoButenein ANA AaHHOTo NnpuHyMna naMepeHua aHanuTta. 3aKprTaﬂ cuctemMa npepgnonaraeTt UCKAKYNTENbHOE NCNONb-

30BaHne pacxofHblX mMaTtepuanoB U3roTOBUTENA ANA [AHHOrT0 NpUHUMNA M3MepeHus aHanuta. Bonpoc ncnosib3oBaHusa
OTKprTOI7I nnn 3aKprTOI7I CuUcTeMbl pewlaeT 3aka34yuk Cc yyueTom yCﬂOBMVI npumMmeHeHusa OﬁOpy,qOBaHl/lﬂ.

4.2.2 TexHuyeckme 1 PYHKUUOHAbHbIE XapaKTePUCTUKM

TexHnyeckne n (PyHKUMOHA/bHbIE XapaKTePUCTUKW, KOTOPbIM [O/MKEH Y[0BNETBOPATb aHa/im3aTop
dhntoopomeTpryecknii, NpefHasHauyeHHbll 4N BbINOAHEHNSA (h/1I00PECLEHTHOTO ¥ UMMYHOM/TI00PECLEHTHOTO
aHanusa in Vitro B «CyXOM NATHE» KPOBU HOBOPOXAEHHOTO, AO/IXHbI COOTBETCTBOBATb C/efyowmm Tpebosa-
HUAM.

4.2.2.1 [ins obecneyeHuns TpebyeMbiX OYyHKLMOHAIbHBIX XapakTepucTuK aHannsatopa B TEXHUYECKOM
3a/laHnmn Ha NOCTaBKy AO/IKHBI 6bITb NepeyncneHbl Habopbl peareHToB, C UCMONb30BaHNEM KOTOPLIX NAaHNpPY-
eTCA OCYLeCTBNSATb HEOHATA/IbHbIA CKPUHWIHT.

HeBO3MOXHOCTb NpoBeAeHNs ucciefoBaHnii XoTa 6bl C 04HUM U3 NepeyncieHHbIX HAbOpPoB peareHToB
UNY JOCTMXKEHNS NapaMeTpoB, 3afjaHHbIX B MHCTPYKLMAX N0 NPUMEHEHMNI0 HA60POB, yKasbliBaeT Ha HECOOTBe-
TCTBME A@HHOTO U3gennsa npeabsaBnsemMbiM TpeboBaHNAM.

4.2.2.2 AHanusaTop fosxeH obecneuvBatb U3MepeHuns B pexunmMe oopecueHunn B ananasoHe AuH
BOJIH BO36YxaeHns 340—450 HM 1 ucnyckaHmsa B pexumme 405—650 HM: B pexume diloopecLeHLmmn ¢ Bpe-
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MEHHbIM pa3peLleHnem AruanasoH A/1IMH BOSH Bo36yxaeHns 280—400 HM. ncnyckaHus — 440—620 HM. Tpe-
60BaHMe YTOYHAETCA 3aKa34yMKOM B 3aBUCHMMOCTM OT NPYMEHAEMbIX HAG0POB peareHToB.

4.2.2.3 YyBCTBUTENLHOCTb NPUG0OpPA, YPOBEHb «(hOHa», AMHAMMUYECKUI Anana3oH perncrpauum, npons-
BOAMTENBHOCTb A0/IXHbI 6bITb AOCTATOYHBLIMY /1 paboThbl C HabopaMu peareHToB, UCMOb30BaHNE KOTOPbIX
NAaHNpyeTca Npy HeoHaTa/lbHOM CKPUHUHTE.

Mpumep — Peructpayuna ®PB {eBponuii.)

MokasaHna aHanusatopa NoO NyHKamM C AUCTUNNNPOBAHHOW BOJOW B nnaHweTax Ha 96 NyHOK — He 60-
nee 500.

MokasaHna aHannsatopa noiyHkam CpacTBOPOM MOHOB €BPONUA B pacTBope, ycuaneawwum nroopec-
LeHUno. C KOHUeHTpaynei 10-1M — He meHee 1000000.

MakcnuManbHblil ypoBeHb NokaszaHuii — He meHee 10000000.

Bpems peructpauum nokasaHuii oT AyHOK 96-1yHOYHOro nnaHweTa — He 6onee 3 MyH. [lo/mkHa 6bITb
npefocTas/ieHa BO3MOXHOCTb Bbl6opa BpeMeHN N3MepeHuns B 3aBMCUMOCTY OT METOAA, 3a/10KeHHOro B Habo-
pe peareHToB.

4.2.2.4 Tpeb6oBaHus kK MeToAaM U3MepeHns

AHanusartop fomkeH obecneynBaTb M3MEpPEHME NO KOHEYHOW TOUYKe, BO3MOXHOCTb KMHETUYECKOro us-
MEpPEHUS. CKaHNPOBaHUA NiyHKN. MeToAbl N3MepeHus fO/MKHbI obecneyrBaTb BO3MOXHOCTb 06HaPYXeHUs 1
KONMYECTBEHHOW OLeHKN aHaNINTOB B COOTBETCTBUM C METOANKaMW, NPeACcTaBeHHbIMU B UHCTPYKLUUAX K Habo-
pam peareHToB. TpeboBaHWs ONpefensioTcs 3aka3yMkoM B 3aBUCUMOCTM OT MPUMEHSEMbIX Habopos
peareHToB.

4.2.2.5 TpeboBaHusa K TemnepaTypHOMY KOHTPO/IIO B U3MepUTesbHON Kamepe

Temnepatypa B U3MepUTENbHOW Kamepe fo/mkHa GbITb perynnpyemoi ot Temnepartypbl Ha 2 °C Bbllwe
KOMHaTHOM A0 45 X . [JomxHa 6bITb 06ecneyeHa BO3MOXHOCTb TepMocTaTupoBaHus npu 37 X . TpeboBaHus
onpefensanTcs 3aka3inkoM B 3aBNCMMOCTM OT NPUMEHSAEMbIX HAOOPOB peareHToB.

4.2.2.6 TIOBTOpHbIE 3amepbl

Cnepgyet npegycMoTpeTb BO3MOXHOCTb NPOrpaMmmMmmnpoBaHuns NOBTOPHbIX 3aMepoB A1 NiaHweTa, psaga
U AYenKu.

4.2.2.7 3arpyska niaHweToB A8 U3SMEPEHUSA SMUCCUN

CnepyeT npefycMOTpeTb BO3MOXHOCTb PYYHOI 3arpy3ku nnaHLeToB 1 CTPMMNOB B aHann3aTop 415 Us-
MepeHus.

4.2.2.8 TpeboBaHus k rabaputam nsgenvs

Mpubop B KOMNAEKTAL MU C KOMMNBLIOTEPOM U MPUHTEPOM A0/MKEH pasMeLlaTbCcs Ha nabopaTopHOM CToe.

MpunmeuyaHne — TpeboBaHue kK aBTOMATU3NPOBaAHHbIM NabopaToOpHbIM KOMMJeKcaM He npeAbsABAseTCS.

4.2.3 Knacc aHanmsaTopa ch/I00poMeTPUYHECKOr0 JOMHKEH COOTBETCTBOBATL TpeboBaHuAM FTOCT P 51609 c
Yy4YeTOM MOTEHLMa/ILHOrO pUCKa B YC/TOBUAX NpefHa3HauYeHHOro NPUMEHEHUS.

4.3 MukponnaHweTbl (6710KK peakLuNoHHbIX h10OpOMETPUYECKUX AYeek)

4.3.1 Tvnbl MUKPOMIAHLLIETOB

[ns BbINONHEHNA (IIDOPECLEHTHOTO U UMMYHOMDII0OPECLLEHTHOTO aHanun3a in Vitro B «CyXom nATHe»
KPOBMW NpU HeOHaTa/IbHOM CKPUHMHTEe He06X0ANMbI MUKPONaHLWeTbl 06bIYHO Ha 96 Aveek, AN HEKOTOPbIX
aHannToB NCMONb3YITCA CTPUALI. Ecnn Ha TeppuTopun Poccuiickoilt defepauymmn B ycTaHOBIEHHOM NOPAS-
Ke 3aperncTpuposaHo obopygoBaHue n Habopbl peareHToB C MCNOMb30BaAHNEM MUKPOMIAHLLETOB C UHbIM
KO/IMYecTBOM siyeek (CM. npumeyaHue k 3.21 HacTosAwero cTaHhapTa), TO OHM Takke MOryT 6biTb UCNOSb-
30BaHbl.

Tunbl MUKPOMIAHLLETOB JO/KHbI 6bITb YKa3aHbl B MHCTPYKLMAX K HA6opam peareHTos.

4.3.2 VpeHTumkauma MukponaaHweToB

Mo Tpeb6oBaHWO MoOMb30BaTENSA MUKPOMNAHLLIETbI MOTYT ObiTb WAEHTU(ULMPOBAHbLI C MOMOLLbIO
LUTPUX-KOAa, OTHOCALLLErocs K onpefenieHHon napTum (noTy) Habopa peareHToB. MNpy Hannuum cunTbiBaTENS
LITPMX-KoAa A0/MKHA ObITb NPeAycMOTPEHA BO3MOXHOCTb CUMTbIBAHMS LUTPUX-KOAa No6oro Tuna.

4.4 YcTpolicTBO ANA BbIOGUBaHNSA BYMaXKHbIX JMCKOB N3 «CYXUX NSATEH» C 06pasuamm KpoBu

(aBTOMaTMyeckuii Npo6oNHMK)

4.41 TlpefHasHayeHHOe NpUMeHeHune

WNHCTpyMeHT flo/mKeH NnpeacTaBnsaTe COO0 aBTOMaTnyeckoe yCTpoiCcTBO, NpejHasHayeHHoe A nocrne-
[l0BaTeNbHOr0 BbIGUBAHUS N3 «CYXMX NSATEH» KPOBU BYMadKHbIX ANCKOB 1 NEPEMELLLEHNA UX B IYHKN (A4eiikn)

7
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MUKPOTUTPOBANIbMbIX M/aHWeToB. [WCK (OUAbTPOBaNbHOW Gymarn ¢ BbICYLIEHHOW KPOBbI, BbIGUTbIN
YCTPOICTBOM, AO/IKEH MONaAaTh B 3a4aHHYI0 /TyHKY B MUKpOMn/aHweTe. MNocne Nnpo6uBaHus 3afaHHoro Komu-
yecTBa AMCKOB M3 OAHOrO TecT-G/1aHKa MPOMCXOAUT aBTOMATUYecKoe nepemMelieHme MUKponiaHwerta Ha
cnepyoLlyto No3uumio.

MpumevaHuns

1 [ns NpuUroToBNEHUS AUCKOB U3 BbICYLWIEHHbIX NATEH KPOBM BO3MOXHO MCMNONb30BaHME PYYHOrO yCTpOlicTBa.

2 YpoBeHb aBTOMaTM3auuu ycTpoiicTBa, NPUMEHAEeMOro Ana BbiGuBaHUSA AUCKOB (Py4YHOe, nonyaBToMaTuyeckoe,
aBTOMaTM4eckKoe) onpepenseT 3akasuuk.

4.4.2 TexHuyeckne n PyHKLNOHANbHbIE XapakTepucTukn

4.4.2.1 [inameTp GyMaxkHbIX ANCKOB ONpefenseTcs 3aka3ymkom B COOTBETCTBMMN C MPUMEHSAEMbIMU Ha-
60pamMun peareHTOB 1 Npubopom. ABTOMaTMYECKUA NPO6OHKK foMmKeH obecneynBaTb BbIGUBaHNE AUCKOB U3
6ymaru Tuna Whatman 903 nnam ¢ aHanormyHbIMy CBOMCTBaAMMU ANaMeTpoM 3.2 MM.

MpumeyvyaHune — MpegnoyTUTeNbHO NPUMEHEHNE NPOBGUBOYHBIX TONOBOK C AnameTpom 3.2 MM. [lo/XHa 6bITb

npesycMoTpeHa BO3MOXHOCTb CMeHbl NPOGOHUMKOB U peanusauum MeToAauK C MCNONb30BaHUEM AUCKOB AuamMmeTpom 4.8 n
6 MM.

4.4.2.2 ins 3awmTbl OT MEXaHNYECKNX ONacHoCTel 0653aTe/lbHO Hamume 3aLiMTHOIO KO3bipbka.

4.4.3 KonnyecTBo Npo6GUBOYHbIX FO/TIOBOK

He meHee aByx.

4.4.4 Tunbl N KONUYECTBO MUKPON/IAHLLIETOB, OAHOBPEMEHHO 3aMNO0/IHAEMbIX ANUCKAMU

CraHpapTHble MUKponnaHwweTbl Ha 96 Aveek pasHoro tuna. TpeboBaHWA K KONMYECTBY 3ano/IHAEMbIX
OflHOBPEMEHHO MUKPOM/IAHLLETOB He NPeAbABSAIOTCS.

4.4.5 TpobnBKa AUCKOB B siYEiiKy

4.45.1 Cnocob npobuBkM ancka

MpoburBka ANCKOB A0/MKHA OCYLLECTBAATLCA OT PYYHOTO UM HOXHOMO HaXKaTusl NMycKOBOro MexaHu3ma.

4.4.5.2 HanpasneHue npo6mBKN AUCKOB

B cooTBeTCTBUM C 3anporpaMmmmnpoBaHHbIM NPOTOKONOM, pacnpeAeneHmeM u ngeHtudukaumein obpas-
LiOB B MiaHLieTe.

4.4.5.3 KonmMyecTBO AUCKOB B suelike

KonuuecTBo guckoB, npobuBaemMbIx B A4eliky, f0/MKHO 6bITb 3anporpaMMnpoBaHo B 3aBUCUMOCTH OT KO-
nimyecTBa. yKasaHHOro B MHCTPYKLUWKN K HAbopy peareHTos.

4.4.6 KOHTpO/Nb NpO6GUBKK AUCKA

JlomkeH 6bITb NPeayCMOTPEH KOHTPO/b NafeHnsa fucka B siUeiiky, BO3MOXHOCTb MOBTOPHO aBToMaTu-
4ecKoi NpobmBKK AVCKa, €CNN NafeHre AncKa He 3aperncTpuposaHo. Ecnn nageHne gncka He B A4eliky He 3a-
perncTpupoBaHo BTOPMYHO, paboTa Ao/MKHA ObiTb NpepBaHa 1 A0/MKHO NOSABUTLCSA CO06LLEHNEe 06 oLwmnbKe.

4.4.7 OcBelleHune

MecTo Npo6MBKN AUCKOB AO/MKHO 6GbiTb OCBELLEHO.

4.4.8 Pexumbl paboTbl

[loMmXHbI 6bITb BO3MOXHbI PEXUMbI PaboThI.

- NOKasbHbIA;

- PeXvMbl paboTbl C BHELUHWUM YNpaBieHUeM.

4.4.9 BHellHVe coefnHeHUsA

Pa3bem gna nofcoeAnHEHNA K KOMNbIOTEPY, pasbeMbl A8 CUMTbIBAHUS LUTPUX-KOA0B U BHELLUHEN Kna-
BMaTtypbl.

4.4.10 Mukponpoueccop

YCTpOICTBO A0/MKHO YyNpaBAsaTbCA BCTPOEHHbIM MUKPOMPOLECCOPOM.

4411 YnpaBneHue n nHgukaumsa

YnpaBneHne JO/HKHO OCYLECTBAATLCA C MOMOLLbI0 (DYHKLMOHA/bHBIX KNaBuL Ans Bbibopa pexvnMos,
doyHKUMIA, NMporpaMMupoBaHUsA MPOTOKOMOB, YNpaB/ieHNs MeXxaHu3Mamu, WHAWKauus napameTpoB AO/KHA
OCYyLLeCTBNATLCA Ha Aucnsee ¢ NoACBETKOM.

[onyckaeTca n gpyrasa KOMNOHOBKa ynpas/ieHUs.

4.4.12 ABTOMaTMyeckas AmarHocTuka Bcex cuctem npubopa

JomkHa 6bITb NPegycMOTpeHa aBToMaTnyeckas AMarHocTuka Bcex CUCTeM YCTPOCTBa.

4.4.13 TabapuTtsbl

HacTonbHbI npudop.
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4.4.14 BcnomoraTe/ibHble ycTpoiicTBa

CunTbiBaTENb LWITPMX-KOJA — 060pYyAOBaHMe, nocTasasseMoe 0TAeNbHO. [l0/HKHO NO3BONATL CYUMTLIBATD
LITPUX-KOA N060ro TMna ¢ TecT-6,1aHKOB M MUKPOMNAHLLETOB A5 AasibHelLwel nepefayn yepes nocnefosa-
Te/bHbIA UHTEpEiiC.

CunTbiBaTENb WITPUX-KOAA B KOMMNEKTE (CUMTbIBATE b WTPUX-KOAA C kabenem, knasmatypa c agante-
pom. kabenb AnA noAcoeAvHeHUs npubopa K KOMMbTepy, NporpaMmHoe obecrneyeHune ans paboTsl ¢ Npo-
rpammoli N3roToBuTeNs).

4.5 YCTpOICTBO ANA NPOMbIBKW W yaaneHns 6ymMmaxHbiX 4UCKOB ¢ o6pa3syamMu KpoBu

4.5.1 TlpeaHasHavyeHHOe NpUMeHeHue

YCTpOWCTBO A0/MKHO ObITb NpeAgHa3HavYeHo 3roToBuUTENEeM A1 aBTOMATMYECKOro yaaneHns 6yMaxHbIX
[AVCKOB C aHa/IMTUYECKNMMN MOPUUAMUN KanuINAapHON KPOBYW, BbIOUTBIX U3 «CYXWX NSATEH» KPOBWU Ha (unbTPo-
Ba/bHOI Bymare, U3 sueek MUKPOMNIaHLLETOB UK CTPMNOB NOC/1e NPOBeAEHNA NpoLeypbl SKCTPaKL MM aHau-
TOB 1 A1 aBTOMAaTUYeCKOro NPOMbIBaHNA AYeeK NiaHWweTos 1 CTPUMOB.

MpumeyaHune — YCTPONCTBO KOMGBMHNPOBaAHHOE, coyeTaeT B ce6e  yCTPONCTBO ANA yAaNeHUs AUCKOB, Bbl-
GUTbIX N3 UCYXUX MATEH» KPOBW NOCNE 3KCTPaKuWu aHanMTOB. U NPOMbIBOYHOE YCTPOCTBO.

4.5.2 TexHuyeckne n PYHKLNOHANbHbIE XapaKTepucTukn

4.5.2.1 [ins 3awuTbl OT MEXaHWYECKNX ONacHocTell 0653aTeNlbHO Ha/lMume 3alUTHOroO akpaHa oT aapo-
30/14.

4 5.2.2 YcTpoiicTBO, NpegHa3HavyeHHoe ANs yaaneHns 6yMaxHbIX AUCKOB U MPOMbIBKM MUKpOMIaHLLe-
TOB. O/IKHO MMEeTb 2 NPOMbIBOYHbIX CMEHHbIX FO/10BKU: Ha 8 n/unun 12 KaHanos.

4.5.2.3 [nA yaaneHns 6yMaxHbIX AWCKOB AvaMeTpoM 3.2 MM Ao/hkHa 6biTb NpegycmoTpeHa paboTa ¢
BHELLUHUM UCTOYHUKOM Bakyyma.

4.5.2.4 [omkHa 6bITb NpeAycMOTPeHa eMKOCTb 415 OTXOA,0B.

4.5.2.5 [omkHa 6bITb NpegycMOTPeHa eMKOCTb A5 4ENOHN3UPOBAHHON AN ANCTUNIMPOBAHHON BOAbI.

4.5.2.6 [omkHa 6bITb NpeaycMOTPeHa eMKOCTb A1 NPOMbIBAIOLLEN XNLKOCTH.

4.5.3 PyHKUMOHANbHbIE XapaKTEPUCTUKN U 0OCOBEHHOCTM NporpaMmMHOro obecneyeHus

4.5.3.1 Konn4yecTsBo NMPOTOKO/I0B — BO3MOXHOCTb NMporpaMmMupoBaHus He MeHee 100 NpoTOKO/OB. Kax-
[bl/i NPOTOKON 3aNOMUHAETCs NoJ CBOVMM MEHEM CO CBOMMMW KOMOGUHALMAMW METOAMK, X NOBTOpamu, BpeMe-
HeM oTcoca Xuakoctu. TpebosaHue onpefenseTca 3aka3ynkoMm.

4.5.3.2 MeToaukn. MMHUMabHO 6 MPOCTbIX METOAMK: MOWiKa, OTCOC, 3anofIHeHMe NIYHOK, Molika AHa
JIYHKW, OTCOC Y fiHa NIYHKW, BCTPAXUBaAHUE.

YeTblpe ABONMHbIX METOAMKM: MOIika ¢ 0TCOC, MOWiKa + 0TCOC Yy AHa. MoWika fHa /lyHK/A ¢ 0TCOC, MOIi-
Ka + 0TCcoC y fiHa.

4.5.3.3 [lomkHa 6bITb NpefycMOTpeHa BO3MOXHOCTb NPOrpaMMMpoOBaHnNs BPEMEHN OTMaduMBaHusa Ans
cTpuna v AN MUKponiaHweTa.

4.5.3.4 TMosTopbl. Jo/mkHa 6bITb NpeAyCMOTPEHA BO3MOXHOCTb NPOrpaMMUpPOBaHUSA NOBTOPOB KaxkAoM
METOANKMN.

4.5.3.5 MeToA NnpoMbIBKU. [lo/MKEH ObITb NPeAyCMOTPEH METOL, MPOMbIBKM CTPUMOB U MUKPOM/IaHLLETOB.

4.5.3.6 Mponyck cTpunos. CneayeT npeAycMOTpPeTb BO3MOXHOCTb MPOMycka CTPUNOB (A0/MKHA 6biTh
npefycMoTpeHa BO3MOXHOCTb NPOrpamMMmMpoBaHuns).

4.5.3.7 BO3MOXHOCTb nporpaMMupoBaHns reoMeTpuyecknx napameTpoB MuKponnadilieta. [omkHa
6bITb MpegycMoOTpeHa BO3MOXHOCTb MPOrpaMMMpoBaHWs napamMeTpoB MUKpOMaHweTa. MCNosb30BaHue
MJI0CKOAOHHbBIX MIAHLWETOB U NIaHWEeTOB C KPYI/biM JHOM.

4.5.3.8 [jomkHa 6bITb NpeaycMOTpeHa BO3MOXHOCTb NporpaMMmMpoBaHus 06bema 403UPOBaHMA Mpo-
MbIBalOLLEl XUAKOCTN Ha AYeliky B 3aBUCMMOCTU OT aHa/IMTUYECKON TEXHONOTMN.

4.5.3.9 YnpasneHune f0/HKHO OCYLLECTBAATLCA C MOMOLLbIO (PYHKLMOHAMNBHBIX Knasu Ans Bbibopa pe-
XUMOB. (OYHKLMIA, NporpamMMMpoOBaHNS NPOTOKO/IOB, YNPaBNEeHWA MeXaHu3mMamu, WHAMKaLuA napamert-
poB — Ha Aucnniee ¢ NOACBETKON.

[onyckaeTcs v apyras KOMNOHOBKa yrnpaB/ieHUs.

4.5.4 OuncTka u gesnHgekumns

JomkHa 6bITb NPegycMOTPEHA OUMCTKA M fie3NHeKLMA MOILLMX FrOI0BOK U Ae3UHdeKums ycTpolicTBa
Ae3VHMMLMPYIOWMM pacTBOPOM, He coAepXalliM oT6enmBaloLWwmnx cpescTs.

4.5.5 VIcCTOYHUK Bakyyma

Bakyym 650— 700 mb6ap.
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4.5.6 TabapuThl

HacTosibHOe yCcTpoiicTBO.

4.6 YCTpoOIicTBO 4151 NPOMbIBKA MUKPOMIaHLWETOB

4.6.1 TlpepHa3HayeHHOe NpPUMEHEHMNe

YCTpOICTBO 415 NPOMbIBKA MUKPON/IaHLWETOB NpefHa3HayYeHo A1 aBTOMaTUYeCKoV NPOMbIBKA MUKPO-
NAaHLWeTOoB ¥ OTAENbHbIX PAA0B A4eek — cTpMnoB. [Jo/MKHO ObiTb CHaGXeHO BCeMU HEOOXOAMMbIMU KOMMO-
HeHTamu (Hacocamu, CUCTEMOI TpybOK M eMmKocTeli) AN NpoBedeHWs Mpouefypbl NPOMbIBKU. B coctas
yCTpOIiCTBa BXOAAT €MKOCTU /715 NPOMbIBOYHOTO pacTsopa, AUCTUAIMPOBAHHON BOAbl (4719 NPOMbIBKM CUCTe-
Mbl) U C/IMBa OTXOAOB. YnpaBieHne yCTPONCTBOM [O/HKHO OCYLLEeCTBASATLCA NpW MOMOLLM (PYHKLUNOHANbHbIX
KHOMNOK v gucnnes. Mpoueaypa NPoMbIBKM f0/IKHA NPOBOAUTLCS B COOTBETCTBUM C BbIGOPOM MporpamMmbl Npo-
MbIBKW. CO3AaHHOW Nnosib3oBaTeneM WM W3roToBuUTenemM Habopa peareHTOB B COOTBETCTBMU C Npouesypo
aHa/IMTUYECKOM TEXHOMOTNKN, N3/TOXEHHON B UHCTPYKLUM K COOTBETCTBYIOLLEMY HAGOPY peareHToB. B ciyvae
€Cc/n YyCTPOICTBO He NCNONb3yeTcs B Te4eHne onpeaeneHHoro BpeMenmn (10 MuH), aBTomaTuyeckn BkvaeT-
CS NPOMbIBKa CMCTEMbI JUCTUI/IMPOBAHHON BOAON BO n3bexaHune Kpuctannnsaunm conei, cogepxalymxcs B
NPOMbIBOYHOM pacTBOpe.

MpumeyaHune — YCTPOACTBO npumeHseTca B Cc/yvae, Korga WCMOMb3YIOTCA OTAe/lbHble CUCTEMbI
(ycTpoiicTBa, npucnoco6neHuns) ana yganeHnsa 6yMaxHbliX AUCKOB.

4.6.2 TexHnuyeckne n PyHKLUNOHAIbHbIE XapaKTepuCcTUKn

4.6.2.1 [lo/mkHbl O6bITb COBMIOAEHBI TEXHNYECKME TPEOOBAHMSA MO 3aLMTe OT MeXaHN4YeCcKMX ONacHOCTe.
065a3aTeNbHO Ha/myme 3aLMTHOro Ko3blpbKa.

4.6.2.2 YCTpPOINCTBO [O/MKHO UMETb 2 NPOMbIBOYHbIX FOMI0BKU: HA 8 1 12 KaHas0B.

4.6.2.3 [lonxHa 6bITb NpefycMoTpeHa paboTa C BHELHUM UCTOYHUKOM BakKyyMma.

4.6.2.4 [lonmkHa 6bITb NpeaycMOTpeHa eMKOCTb A1 OTXOA0B.

4.6.2.5 [lonxHa 6bITb NpeAycMOTpeHa eMKOCTb A1 AEVNOHU3UPOBAHHON UMW AUCTUNIMPOBAHHON BOAbI.

4.6.2.6 [omkHa 6bITb NpeAyCMOTPEHA EMKOCTb A1 NPOMbIBALLEN XUAKOCTH.

4.6.27 YnpaBfieHne YCTPONCTBOM [AO/DKHO OCYLIECTBASATLCA C MOMOLLbI0 (DYHKLMOHA/IbHBIX KNaBuLl
AN BblbOpa pexumoB, yHKUWIA, NpOorpaMmmMupoBaHns NPOTOKOMIOB, yNpaBieHns MexaHn3Mamu, HavKaums
napamMeTpoB — Ha AMcnaee ¢ NoOACBETKOW.

[onyckaeTtca v gpyras KOMNOHOBKa yrnpasieHus.

4.6.3 ®yHKUMOHANbHbIE XapaKTEPUCTUKN U OCOBEHHOCTM NPOrpamMMHOro obecnevyexHus

4.6.3.1 TpombIBKA MUKPOMIAHLLETOB [0/DKHA OCYLLECTBAATLCA LMKNaMun 1 NponsBofUTLCA B COOTBE-
TCTBMU C M36paHHLIM MPOTOKO/IOM, NpeacTaBnsAWmMM coboil Habop onepauuii, obecneynBatoLLmMx Cornaco-
BaHHOe MepemelleHne MOMoLeli roNoBKA W KapeTkn C MUKponaaHweToM. [nA 3Toro AO/KHbl ObiTb
3anporpaMMypoBaHbl NapameTpbl, CBA3aHHbIE C ONpefesieHHbIM aHaIM30M, U Habop napameTpoB, onpeaens-
eMbIX TUMOM MUKpomnaHLweTa.

4.6.3.2 [JonmxHbI BbINOSHATLCA Criedyrolmne UukIbl (MEeTOLNKM):

LllecTb npocTenwnx MeToauK: oTcacbiBaHne, 3anosiHeHne, NPoMbIBKa, MPOMbIBKA AHA AYeiikn, oTcachl-
BaHWe fHa iUYeiku, BCTpAXMBaHME.

YeTbipe ABOMHbLIX METOAMKW: MOWika + 0TCOC, MoOlika + OTCOC Y AHa, MOMKa fHa NyHKU + 0Tcoc, MOii-
Ka ¢ 0TCOC Yy AHa.

4.6.3.3 KonunyecTso uuknos: oT 140 10 B 3aBMCUMOCTY OT TPe60BaHWI B UHCTPYKLIMK K HAGOPY peareHTos.

4.6.3.4 KonmyecTBO NPOTOKO/IOB — BO3MOXHOCTb NporpaMmmpoBaHuMsa He meHee 100 MpOTOKOJ/IOB.
Kaxabli NpPOTOKON A0/MKEH 3aNOMUHATLCS N0 CBOMM UMEHEM CO CBOMMU KOMBMHALMAMU METOAMK, UX NOBTO-
pamu. BpeMeHeM oTcoca.

4.6.3.5 lporpammupyeTca Bpems oTMaunBaHuA ANA cTpuna v Ana MuKponaaHwera.

4.6.3.6 TMoBTOpbI. Kaxapblii MeTos MOXET OblTb NOBTOPEH HECKO/IbKO pas.

4.6.3.7 Mponyck cTpunoB. CneayeTt npefycMOTPeTb BO3MOXHOCTb Mponycka CTPUNOB (L0/HKHA ObITh
BO3MOXHOCTb 3anporpaMmupoBaTh NPOMnyLieHHbIE CTPUMbI).

4.6.3.8 BO3MOXHOCTb NpOrpaMMmnpoBaHnsa reoMmeTpuyeckux napaMmeTpoB MUKponaHLweTa.

[omkHa 6bITb NpefycMOTpPeHa BO3MOXHOCTb NporpaMmmMmMpoBaHnsa napaMeTpoB MukponnaHwerta. Mpo-
MbIBOYHOE YCTPOICTBO ,0/IKHO MO3BO/IATHL NPOBOANTL NPOMbIBKY MUKPOMN/IaHLLIEeTOB Ha 96 sueek Kak B pexvMe
Ha 8 Ayeek (KONOHKKW), Tak U 418 pAJOB Ha 12 Ayeek — B 3aBMCUMOCTW OT YCTAHOB/IEHHON NPOMbIBOYHOM
rOMI0BKN.
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4.6.3.9 [omxHa 6bITb NpeaycMOTpeHa BO3MOXHOCTb MporpaMMupoBaHusa o6bema 403upoBaHus Npo-
MbIBaIOLEN XNAKOCTU Ha AYeliky.

4.6.4 OuncTka u gesnHdekumns

[omkHa 6bITb NpeaycMOTPeHa 0YMCTKA M AE3MHAIEKLMA MOKLLMX FOI0BOK U Ae3NHMEKLUS yCTpoiicTBa
[e3MHPMLUpYIOWMM pacTBOPOM, He CoAepXalum oToennBaLwmx cpeacTs.

4.6.5 labaputhbl

HacTonbHoe ycTpoiicTBO.

4.7 BcTpaxuBaTenb A1 MUKPOMNIaHLWETOB

4.7.1 TlpepHa3HayeHHoOe NpUMeEHeHune

YcTpolicTBO NpefHa3Ha4YeHo A1 aBTOMATUYECKOro BCTPSIXMBAHUSA COAEPXMMOro MUKPOMNIaHLWeToB Mo-
cne po6aBneHns QUCKOB U peareHToB B AYelikv NaHWeToB Npy BbIMOSIHEHUN psAa 3TarnoB aHannsa B «CyXux
NATHax» KPOBM B COOTBETCTBMW C 3anporpaMMMpOBaHHbLIMW NapamMeTpamu BCTPAXMBAHUSA, CBA3aHHbIMU C
onpejeneHHbIM aHanM30M, YKkazaHHbIM B UHCTPYKLUM K HA6Opy peareHToB.

MpumeyaHune — BO3MOXHO UCNONb30BaHMe BCTpsAxuBaTens (welikepa) n tTepmoctata (MHKy6aTopa) B cocTa-
BE CUCTEMbI AN h10OPECLEHTHOro M UMMYHOM TI00PECLLEHTHOTO aHannsa In vitro B BuAe ABYX OTAe/bHbIX YCTPONCTB Nn
o6beMHEHHbIX B OAHOM ycTpolicTBe. O653aTeNbHO pa3melLeHne BCTPAXMBATENA Ha OTAeNbHOM BU6GpoycTOiunBOM nab6o-
paTtopHoOM cTone C N/I0CKOV HECKOb3KOoi NOBEPXHOCTbIO.

4.7.2 TexHUYeckme n PyHKLMOHaNbHbIE XapaKTepucTUKn
4.7.2.1 [0MXHbI 6bITb CO6/0AEHBI TEXHUUYECKME TPEGOBaHMS MO 3aLLMUTe OT MEXAHWUYECKUX OMACHOCTEN.
JomkHa 6bITb NpeaycMOTPeHa 3alluTa OT aspo30/1s B BUAE NPO3PAYHONA KPbILLKY.

Mpumep — Kpbllwka AbiMYaTOro yBeTa U3 naekcurnaca.

4.7.3 ®yHKUMOHANbHbIE XapaKTePUCTUKN 1 OCOBEHHOCTN NPOrpamMMHOro obecneyeHus

4.7.3.1 Mnatchopma ANA pasMelleHVs NAaHWeToB ANA BCTPAXMBaHUA. Pasmepbl BCTpAXuBatoLLei
nnaTopmMbl ANA pasmelleHns naaHWeToB AN BCTPAXMBAHUA AO/KHbI ObiTb He 60nee 220 MM * 220 MM.
Mnatdopma gomkHa Mo3BoMATL yCcTaHaB/NMBaTb HE MeHee 4yeTbipex niaHweTos. Ha nnaTtdopmy fomkeH
yCcTaHaB/MBaTbLCA NIErKO CHUMaeMbI Pe3MHOBBIA KOBPUK WK ero aKBUBasIeHT, obecneunsatrowmnii 6esygapHoe
conpshkeHne nnatgopmbl 1 NAaHLWETOB.

4.7.3.2 KonnyecTso 04HOBPEMEHHO BCTPAXMBAEMbIX MUKPOMIAHLLIETOB

JlonxHa 6bITb 06ecneyeHa BO3MOXHOCTb BCTPAXMBAHUA HE MeHee YeTblpex 96-1yHOUHbIX MUKPOMNIaH-
LIeTOB OAHOBPEMEHHO.

4.7.3.3 Pexumbl BCTpAXUBaHUA

Buapl BCTpsAXMBaHWA: NMHeliHoe, opbutanbHoe. [lomkHa 6biTb 06ecneyeHa ycTaHOBKa 1 perynimposaHme
YacToTbl BCTPSAAXMBAHNA — OT MeJ/1IEHHON 0 GbICTPOIi — B COOTBETCTBUM C YKa3aHHON B Habopax peareHTosB.
YacToTa BCcTpsaAxuBaHus oT 100 go 1500 BCTpsixvBaHWii B MUHYTY. [lo/mkHa 6blTb 06ecneyeHa BO3MOXHOCTb
Mef1IeEHHOT0, ObICTPOro 1 PEryiMpyemMoro BCTPSAXMBaHUS.

4.7.4 TabapuThbl

HacTonbHoe yCcTpoicTBO, KOMMaKTHbIV An3aliH. Pasmepbl yCTpOCTBa A0/MKHbI 06ecneymBaTb BO3MOX-
HOCTb paboTbl B BbITSXKHbIX Lukadax n nHKkybaTopax.

4.8 YCTpOICTBO AN1A BHECEHUSA YCUNMBALWEro pacTsopa B NnaHweTbl (gucneHcep)

4.8.1 lNpepgHa3HayeHHOe NpUMeEHeHWe n3genns

[ncneHcep npegHasHayeH Ana aBTOMaTMYECKOro f031MpoBaHMa PacTBOPOB, B NEPBYI0 04Yepesb, pacTBo-
pa. ycunusatolero o1l0opecLeHUnio XenaTos naHTaHUoB. 1 6ydepHoro pactsopa. jucneHcep 3anonHset
OfiHY NIYHKY, NOTOM aBTOMaTMYeCKu nepemMellaeT naaHwWeT B C/ieAyloLyo no3nuuio. Mo oKoHYaHUK packarbl-
BaHWA ANCNEHCep NnepemeLlaeT MnaaHLWeT B UCXOAHYI0 NO3ULMIO.

MpumevaHunsn

1 [Ana posmpoBaHusa (MUNeTUpPOBaHUA) yCcuauBalLero pacTeopa Wi pacteopa C MeTKOW BblAenseTcs oTAeNbHbIN
AncneHcep ANA UCKIIOYEHNSA KOHTaMUHAaLNUN.

2 AnbTepHaTWBHO ANS NUNETWPOBAHWA YCUNMBAKLWEro pacTBopa, pacTBopa C MeTKOi, pacTBopa aHTUTeNn MoryT
6bITb NCMNONb30BaHbl OTAE/NbHbIE CTENNePbl — MosyaBToOMaTUyeckne 31eKTPOHHbIE MUNETKN ANA CEPUIAHOTO NuneTupoBa-
HUS pPa3oBbIX [03 B KOMMNJ/EKTE C HacajkaMn Ha 5 M. WTaTnBaMnm n 060pyf0BaHUEM ANSA NOAKTOUEHNS.

4.8.2 ®YHKUMOHAJIbHbIE XapakTepucTuKn
48.21 CkopoCTb packanbiBaHus — He 6onee 3 MuH 20 € Ha OAMH MaHwWweT Ha 96 syeek nNpn o6beme
nunetuposaHua 200 MK.
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4.8.2.2 Tpu paboTe gucrneHcepa B KOMOMHALUMKM C elle OA4HVM OTAEe/IbHbIM AWCNEHCEPOM, ynpaBssse-
MbIM OT YKka3aHHOro B n. 4.8.1, o/HkHa 6bITb NPefycMOoTpeHa ycTaHoBKa 06 beMOB A03MpPOoBaHnsa (packanbiBa-
HuA): 50, 100, 200 mkn gna 6ydepa nam pacteopa ¢ METKOWA.

4.8.2.3 Tpeun3noHHOCTb

MpomexyTouHas NPeLM3nN0oHHOCTb, BbIpaXeHHas B KOadhduuneHTe Bapuauun, AomkHa 6biTb He 6onee
3 % pgna o6vema 200 Mk,

4.8.3 TabapuTtsbl

HacTonbHOe ycTpoiicTBO.

4.9 TepmocTaT (MHKy6aTop) A1 MUKPOMIaHLWeToB

MpumeyaHune — YCTPONCTBO 3aKynaeTcsi B 3aBUCHMOCTU OT UCMO/b3yeMbiXx HABOPOB peareHToB U 3anpocoB
notpebutens.

49.1 TlpepHa3HayeHHOe NpPUMEHEHMNe

YCTpoiicTBO NpeAHa3Ha4vyeHo Ana aBTOMaTUYeCcKoro nogaepxaHusa temnepaTypbl, TepMOCTaTUPOBaHNSA
COAEPXMMOro MUKPON/IaHLEeTOB Noc/e f06aBneHUst [UCKOB M peareHToB B SYeiikn NAaHLLEeToB Npy BbINOHe-
HUM psafa 3Tanos B «CyXUX NATHaX» KPOBU B COOTBETCTBUU C 3anporpammMmmpoBaHHbIMU napaMmeTpamu, CBs3aH-
HbIMUW C OnpefeneHHbIM aHan30M, yka3aHHbIMU B UHCTPYKLMKU K HA6OpY peareHToB.

MpumevaHnunsa

1 [lonyckaeTcs ucnonb3oBaHue BCTpsxuBaTens (weiikepa) u TepmocTata (MHKy6aTopa) B cocTaBe CUCTEMbI AN1A
hNI0OpPECLEHTHOrO U/MAN UMMYHOM NIOOPECLLEHTHOTO aHanunsa in vitro B Buje ABYX OTAEe/NbHbIX YCTPOWCTB NN 06beANHEH-
HblX @ OfJHOM YycCTpoiicTBe. B nocnegHem cnyyae npu Heo6Xo4MMOCTU COBMeLljalTCcsA ABe Npouefypbl: BCTPAXMBaHWE U
TepmocTaTtmpoBamue.

2 O6s3aTenbHO pa3melyeHne BCTpsAxuBatensa (BCTpAXMBATENNA C MHKY6ATOPOM) Ha OTAE/bHOM BUOGPOYCTOWYMBOM
nabopaToOpHOM CTOJIe C NI0CKON HECKONb3KOW NOBEPXHOCTLIO.

4.9.2 TexHuyeckne n pyHKUMOHANbHbIE XapakTepucTmKu

4.9.2.1 Mnatcdopma Ana pasMeLleHnsa NnaHLWeTos 418 UHKy6aumn

MnaTdopma ANns pasMelleHus MaHWeToB A0/KHA 6bITb pasmepamu He 6onee 220 x 220 mm. Mnat-
dopma Ao/KHA UMETb HECKO/b3KYH0, /IEeTKO yAasiieMyto Pe3HOBY NOBEPXHOCTb.

MpumeyaHune — TpeboBaHMe NpuUBeAEHO ANS C/ly4vyaeB 3aKynku OTAeENIbHbIX MoAynei Ana uHKyb6atopa u

BcTpsAxusatens. Ecnn o6a ycTpoiicTBa coBmelleHbl, To Tpe6oBaHne 4.9.2.1 kacaeTcsi COBMELLEHHOTO yCTpoiicTBa, T. €.
ANsA nHky6aTopa, BCTDOEHHOTO BO BCTpAXMBaTeNb.

4.9.2.2 Konn4yectBo 04HOBPEMEHHO MHKYOMPYEMbIX MUKPOMN/IaHLIETOB

JlomkHa 6bITb 06ecneyeHa BO3MOXHOCTb MHKyOVPOBaHUS He MeHee YeTblpex 96-1yHOUHbIX MUKPON/IaH-
LLIeTOB OHOBPEMEHHO.

4.9.2.3 [Jatynk Temnepartypbl

B nHky6aTope fo/mKeH ObITb YCTAHOBNEH AATUYUK TemnepaTypbl.

4.9.2.4 [nanasoH TemnepaTypbl TepMOCTaTUPOBAHUA MUKPOM/IAHLLIETOB

OT KOMHaTHol fo 60 CC.

4.9.2.5 To4yHOCTb MogaepxaHus TeMmnepaTtypsl Ha naaropme

B cooTBeTCcTBUM C TpebOBaHUAMM, yka3aHHbIMK B HAbopax peareHTos.

4.9.2.6 Talimep

TepmocTaT f0/MKeH 6bITb OCHaLLEH TaliMepoM.

4.9.27 Pexumbl paboTbl Talimepa

YcTaHOBKa BpemMeHu, NPOCMOTP OCTaBLLErocs BPEMEHU, 3BYKOBOM CUrHa.

4.9.2.8 flomKkHa ObITb NpefycMOTpeHa BO3MOXHOCTb NPOrpaMMmMpoBaHUA YCTaHOBKU BpeMeHMU
Talimepa.

4.9.2.9 Tpeb6oBaHue No 3alMTe 0T MexaHW4Yecknx onacHocTe

JomkHa 6bITb NpesycMoTpeHa 3alumTa OT MbiU 1 a3po30/eii B BUAE KPbILLKK.

Mpumep — KpblWwKa 3 naekcuriaca AbiMYaToro uBerta BO BCTPpAXMBaTesie CO BCTPOEHHbLIM TepMOC-
TaTtTomMm.

49.3 TabapuThbl
HacTonbHOe ycTpoiCTBO, KOMMNAKTHbIV AN3aiiH.

Pa3mepbl ycTpolicTBa f0MKHbI 06ecneynBaTb BO3MOXHOCTb paboThl B BbITSXKHbIX WKaax U UHKY-
6aropax.
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4.10 Habop ofgHOKaHaNbHbIX NOSlyaBTOMAaTUYECKUX MUKPOA03aTOPOB C PUKCUPOBAHHBIMU WU
n3MeHsieMbiMM 06bemaMy f03MpoBaHNA (MK) B KOMMIEKTE C HAKOHEYHUKaMK 1 lWiTaTuBamu
4.10.1 OpHOKaHaNbHbIN NMoayaBTOMaTUYeCKNA MUKpogo3aTop

O6boM go3upoBaHus: 0,5— 10 mkn.

4.10.2 OpfHOKaHaNbHbIA NoslyaBTOMaTU4YeCckuii MUKpoA03aTop

O6bem gosmpoBaHua: 10—100 M.

4.10.3 OpgHOKaHanbHbIN NONyaBTOMaTUYeCKNIi MUKPOAO3aTop

O6bem ao3uposaHus: 100— 1000 mk.

4.10.4 OpHOKaHaNbHbIN NoNyaBTOMaTUYeCKNA MUKpogo3aTop

0O6bem go3upoBaHus: 1000—5000 mk.

MpumeyaHune — TpeboBaHusa kK nosmymsam 4.10.1—4.10.4 onpegensitotca 3aka3zymkom. Mosnymm 3akynarrtcs
OTAENbHbIMU NOTAMU.

411 Habop MHOrokaHalbHbIX MUKPOA03aTOPOB C N3MEHAEMbIM 06bEMOM 403MPOBAHNSA
B KOMMJ/IEKTE C HAKOHEYHUKamMu 1 Wtatnsamu
4.11.1 BocbMUWKaHanbHbIli MUKpOL03aTOpP
[vnana3oHbl go3nposaHus: 30—300 Mk.

4.11.2 BocbMuKaHanbHbIli MUKpPOL03aTOp
[Ovnana3oHbl go3uposaHusa: 5—50 MKn.

4.11.3 BocbMWKaHaNbHbIA MUKpoOA03aTOP
[nana3oHbl go3vposaHna: 100—1200 mkh.

4.11.4 [BeHapuaTvKaHaNbHbI MMKpPOA03aTOp
[Ovnana3oHbl go3uposaHusa: 30—300 Mkn.

4.11.5 [BeHaguaTukaHanbHblii MMKPOAO3aTOP
[Ovnana3oHbl fo3upoBaHusa: 5—50 MK/I.

4.11.6 [OBeHajguaTMKaHas/bHbI MUKpPOLO3aTOpP
[vnana3oHbl go3vposaHua: 1—10 mMkn; 10—100 mk.

MpumeyaHune — TpeboBaHus kK nosuymsam 4.11.1—4.11.6 onpegensoTca 3akazumkom. Mosnynm 3akynarrtcs
OTAENbHLIMW NOTaAMMU.

4.12 KomnnekT f,03aTOpPOB (AMCNEHCEepPOB) C Hacajkamu C MakCcuMallbHbiM 06beMoM 5 mMn

M wTatMuBamMu aNns ycTaHOBKM [,03aTOPOB (AMCNEHCEPOB) C HAcaAKoi

MpeaHa3HayeHbl A5 TOYHOTO A03MPoBaHNst 06beMoB 50, 100. 200 MK aHTUCLIBOPOTKN MEYEHHOI eB-
ponvem, pacTeopa, ycuaunsawLero opecLeHLu0, B SHEKN NAHLLETOB 1 CTPU/IOB NPU BbIMOSIHEHUN UM-
MyHO/Il00peCLIEHTHOro aHanun3a. Kaxaas Hacafgka Ha 5 mn npegHa3HayeHa TOMbKO A/ OAHOro M TOro Xe
pacTtsopa 4/151 UCKNHYEHNS KOHTaMUHaLUN.

MprnmeyvyaHue — Tpe6oBaHMsA K No3nLmmn 4.12 onpegenstoTcsa 3akasymkom. Mo3nymmn 3akynawTcs oTAeNbHbIMU
notamu.
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KntoueBble cnoBa: MeguLMHCKME U3genvs gas AMarHocTuky in vitro; oaoopecueHums: haoopecueHLms, pas-
pelleHHasi No BpEMEHW; UMMYHO/II0OPECLEHTHbIV aHaN3; HEOHATA/IbHbI CKPUHUHT; NTPUGOPbLI U ycTpolicTBa

4N5 hN0OpPeCcLeHTHOro 1 MMMYHO/IIDOPECLEHTHOTO aHan3a in Vitro «Cyxoro NTHa KPOBW» HOBOPOXAEHHO-
ro; dyHKLMOHAa/IbHbIE XapakTepucTuku
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