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MpeancnoBue

1 PA3PABOTAH aGopaTtopueii npobnem knuHuko-nabopatopHoit auarHoctukn HAW obulecteeHHoro
300pOBbSA U yNpaBneHus 3apaBooxpaHeHueM MocyaapcTBeHHoro 6iomkeTHoro o6pasoBaTenLHOro yupexae-
HUs BbicLLero npodeccuroHarnbHoro obpasosanHus Mepsoro MockOBCKOro rocyaapcTBEHHOrO MeAULIMHCKOro
yHuBepcuteTa uM. .M. CeueHosa MuHuctepcTaa 3apasooxpaHeHus PO, otaeneHneM MeauLMHCKON reHeTu-
k1 FocynapCTBEHHOIO Ka3eHHOro yupexaeHnn sapasooxpaHeHns «Hay4Ho-npakTuyeckuin LieHTp ncuxuyecko-
ro 340poBbsi AeTeil U noApocTkoB [lenaptameHTa 3apaBooxpaHeHusi r. Mockebl», Hay4HO-AUAarHOCTUYECKON
nabopartopuei degepansHoOro rocygapcTseHHoro 6oakeTHOro yupexaeHusa «HayuHeln LeHTp akyliepcTsa,
rmHekonornu n nepuHartonorum nm. B.U. Kynakosa» MuHuctepcTea sapasooxpaHeHus PO

2 BHECEH TexHuveckum komuteToMm no ctangaptusauun TK 380 «KnuHuyeckne nabopatopHble Uc-
cnegoBaHUsA U AUarHOCTUYECKUe TeCT-CUCTEMEI in Vitro»

3 YTBEPXOEH W BBEAEH B AENCTBUE Mpukasom deaepansHOro areHTCTBa Mo TEXHAYECKOMY
perynvpoBaHuio u MeTponorun Poccniickon ®eaepaunm ot 2 anpenst 2014 r. Ne 288-ct

4 BBEJEH BMNEPBbIE

lpasuna npuMmeHeHuUs1 Hacmosaweao cmaHdapma ycmaHossieHs! 8 FOCT P 1.0—2012 (pasden 8).
UHghopmayusi 06 USMEHEHUSIX K HacmosiuieMy cmaHOapmy rybnukyemcs 6 exe200HOM (110 COCMOSIHUIO Ha
1 siHeaps mekyujeeo 200a) UHHOPMaUUOHHOM yKka3amere «HauuoHansHele cmaHOapmely, a oghuyuanbHbil
meKcm u3mMeHeHUU U ronpasoK — 8 eXeMecssiHHOM UHGOPMaUUOHHOM yKazamerne «HayuoHamnbHble cmaH-
Gapmbi». B criydyae nepecmompa (3amMeHbl) Unu OMMEHb! Hacmosiweao cmaHdapma coomeemcmayouiee
ysedomneHue 6ydem onybriukosaHo 8 briuxaluwieM 8bIryCKe eXeMecsayHo20 UHhopMayUOHHO20 yKa3amers
«HauuonaneHble cmaHdapmei». Coomeememesyrolas UHGhopMauUsi, yeeOoMIeHUe U meKcmbl pa3meujam-
Cs1 makxke 8 UHghopmaluoHHoU cucmeme obujeao nonb308aHuUs — Ha oguluansHoM calime PedepasibHo20
azeHmcmea o MexHU4ecKoMy peaynuposaHuto u Mempornoauu e cemu MHmepHem (gost.ru)

© CraHgapTtuHdopm, 2014

HacTtoawuii ctaHaapT He MoXeT BblTb MOMHOCTLI0 UMW YacTUYHO BOCTPOM3BeAeH, TMPaXUpoBaH 1 pac-
npocTpaHeH B kauecTBe oduLmansHoro nsgaHus 6es paspelueHns GegepanbHOro areHTCTBa No TEXHUYECKo-
MY PEeryriMpoBaHuio U MeTPOoriorum
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HAUMWOHANBbHBIAN CTAHOAPT POCCUMNCKOWN ®EAEPALUUMU

N30ENUA MEOULUMHCKUE ANA AUATHOCTUKU IN VITRO ANA oNIOOPECLUEHTHOIO
N UMMYHO®JTIOOPECLIEHTHOIO AHAJIU3A «CYXOIo NATHA» KPOBU HOBOPOXOEHHOIO

YacTtb 1

NPUBOPbLI U OBOPYAOBAHUE ANA ®JNIOOPECLUEHTHOIO U UMMYHO®NTIOOPECLIEHTHOIO
AHAIU3A «CYXOIro NATHA» KPOBU HOBOPOXOEHHOIO

TexHuveckue TPGGOBaHVIﬂ AnA rocyfaapcTBeHHbIX 3aKynok

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

DaTa BBegeHmna — 2015—06—01

1 O6nacTb NnpUMeHeHuns

Hacroswuia ctaHgapT yCTaHaBnmnBaeT TexHn4eckne TpeGOBaHI/Iﬂ K MeQMLMHCKIM n3genuam ans dpnoo-
pPecUeHTHbIX 1 I/IMMyHOCbJ'IPOOpECLlEHTHbIX nccnenoBaHui in vitro aHanuTos B «CYXUX NATHaxX» KPOBU HOBOPOX-
OeHHBIX NpK BbINOTHEHN HeoHaTallbHOIO CKpUHWHIAa Ha HacnegcTBeHHbIe 3aboneBaHus B LensiX X paHHero
BbIABMNEHUA.

TexHuyeckune Tpe6OBaHMﬂ, yCTaHOBNEHHble HacToALWMM CTaHOapTOM, NPUMEHATCA Npu NpoBeaeHUn
rocyaapCTBeHHbIX 3aKynoK AaHHbIX n3aenun.

2 HopmaTuBHLIe CCbINKH

B HacTosilem cTaHgapTe UCNonb30BaHbl HOPMATUBHBIE CChINIKA Ha criedylowme ctaHaapThl:

FOCT 2.601—2006 EauHas cucteMa KOHCTPYKTOPCKOM AOKYMEHTaLMn. JKCrlyaTauyoHHbIEe OKYMEHTbI

FOCT 15150—69 MaluuvHbl, Npubopbl U Apyr1ue TexHudeckue usgenusi. UcnonHeHust Ans pasnuyHbIX
KnMMaTUyeckux paoHoB. Kateropuu, ycnoBust akcrnyatauum, XxpaHeHUs U TpaHCNopTUPOBaHUs B Y4acTu BO3-
DencTBus KnumaTtndecknx haktopoB BHELLHEN cpeabl

FOCT 30804.4.2—2013 (IEC 61000-4-2:2008) CoBMeCTUMOCTb TEXHUYECKUX CPEACTB 3IIEKTPOMAarHuT-
Has. YCTOMYMBOCTD K 3reKTpocTaTuyeckum paspsigam. TpeboBaHusi U MeTobl UCTILITaHUA

FOCT 30804.4.4—2013 (IEC 61000-4-4:2004) CoBMeCTUMOCTb TEXHUYECKUX CPEACTB 3NIEKTPOMAarHuT-
Has. YCTOMYMBOCTb K HAHOCEKYHAHBIM UMMYSbLCHBIM MomexaM. TpeboBaHus U MeToAbl UCTbITaHUA

FOCT P 50444—92 Tpubopbl, annapatbl n 06opyaoBaHue meauumHekme. ObLume TexHnyeckue ycnosus

FOCT P 51088—97 Habopbl peareHTOB Ans kNMnHU4eckon nabopaTtopHon gnarHoctuku. ObLume TexHu-
Yyeckune ycnosusi

FOCT P 51317.45—99 CoOBMECTUMOCTb TEXHUYECKUX CPEeACTB 3MNeKTpoMarHUTHasl. YCTONYMBOCTb K
MUKPOCEKYHAHBIM UMMYIbCHBIM NMoMexam 6orbluoit aHepruv. Tpe6oBaHUsl U MeToAbl UCTILITaHWIA

FOCT P 51318.11—2006 (CUCIP 11:2004) CoBMeCTUMOCTb TEXHUYECKUX CPEACTB 3IEKTPOMAarHuT-
Has. MpombllweHHble, HayuHble, MeauunHckue 1 bbiToBble (MHMB) BeicokouacToTHbIE ycTpoicTBa. Paguono-
MeXU 1 nHaycTpuassHble. HopMbl U MeToabl UsMepeHuit

rOCT P 51350—99 (M3OK 61010-1—90) Be3onacHOCTb 3MEeKTPUYECKUX KOHTPOSIbHO-U3MEpPUTENbHBIX
npubopo. 1 nabopaTtopHoro obopyaosaHuna. Yactb 1. O6wme TpebosaHus

FOCT P 51522.1—2011 CoBMeCTUMOCTb TEXHUYECKUX CPEACTB AMEKTPOMarHutTHas. dnekrpuyeckoe
nabopaTopHoe 06opyaoBaHue AN U3MepeHus ynpasneHus u nabopatopHoro npumeHeHust. Yactb 1. Obwme
TpeboBaHMA 1 MeToAbl UCTIBITaHUIA

Uzpanme odpmunanbHoe
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FOCT P 51609—2000 WUsgenus meauumHckne. Knaccudukaums B 3aBUCUMOCTM OT NOTEHLUMANbHOIO
pvicka npumeHeHus. Obwmne TpebosaHUs

FOCT P 52319—2005 (M3K 61010-1—2001) BesonacHoOCTb anekTpuyeckoro 06opyaoBaHus Anst Mame-
peHus, ynpaeneHus 1 nabopaTopHoro npumeHeHus. Yacte 1. O6wmne TpeboBaHms

FOCT P 53133.1—2008 TexHonorn1 nabopaTopHble MeauunHekne. KoHTponb kadecTBa KIMHUYECKUX
nabopatopHbIX uccnegosanuin. Yactb 1. Mpeaenel gonyckaemblX NOrPeLlHOCTeN pesynbTaToB U3MepeHUst
aHanuMToB B KNNMHUKO-AnarHocTuyecknx naboparopmsax

FOCT P 53133.2—2008 TexHonorn1 nabopaTopHble MeauunHekne. KoHTponb kayecTBa KIMHUYECKUX
nabopaTopHbIX MccneaosaHnin. Yacts 2. MNpasuna nposeaeHns BHYTpMIabopaToOpHOro KOHTPOMS KavecTsa
KOMMYeCTBEHHbIX METOAOB KITUHUYECKUX NabopaTopHbIX UCCrefoBaHWUA C UCMOMNb30BaHMEM KOHTPObHbBIX
MaTtepuarnos

FOCT P 55992.2—2014 W3penus MmeguUMHCKUE AN ANarHOCTUKKM in vitro ans onoopecueHTHOro U -
MYHOCIHOOPECLIEHTHOro aHanmaa «Cyxoro nATHa» KPOBU HOBOPOXAEHHOro. HacTb 2. PacxogHble MaTepuansl
(Habopbl peareHToB) ANt PrIHOOPECLEHTHOrO U UMMYHOCIIIOOPECLEHTHOrO aHanmsa «Cyxoro nNATHa» KpoBu
HoBOpOXAeHHoro. TexHuyeckne TpeboBaHWA 4N rocyAapCTBEHHbIX 3aKynoK

FOCT P NCO 15193—2007 W3genunsa meavunHcKne Ans AMarHOCTUKN in vitro. amepeHue BenuynH B
npobax 6uonornyeckoro npoucxoxaeHus. OnncaHue pedepeHTHEIX METOAMK BLIMONIHEHUSI U3MEPEHUIA

FOCTP UNCO 15198—2009 KnuHu4deckas nabopaTopHas MeauuuHa. Nsgenusa meguumHckie ana guar-
HOCTWKM in vitro. MoaTeepXaeHne MeToANK KOHTPOMS KadYecTBa, pekoMeHAyeMbIX U3roTOBUTENSAMU NOMNb30Ba-
Tensm

MpumedaHue— lNpu NONb3OBaHUM HACTOALMM CTaHAAPTOM UenecoobpasHO NPOBEPUTL AENCTBUE CCbINOY-
HbIX CTaHOAPTOB B WMHAOPMALMOHHOM cucTemMe obBWwero nonb3oBaHus — Ha oduumanbHOM canTe PeaepanbHOro
areHTCTBa Nno TEXHU4YECKOMY perynmpoBaHuio n MeTponormm B cetn MHTepHeT unn No exerogHomy MHCbOpMaL[MOHHOMy
ykasartenwo «HaLlVIOHaJ'IbeIe craHgapTbl», KOTOprVI 0I’Iy6.l'IVIKOBaH MO COCTOAHUIO Ha 1 AHBAPA TeKywero roga, n no Bbinyc-
KaM eXeMeCs4YHOro MHPOPMaLMOHHOTO yKkasaTensn « HaumoHanbHble CTaHAAPTbI» 3a Tekywmi rog. Ecnv 3ameHeH cebinod-
HbI CTaHAAPT, Ha KOTOPLIN JAHA HEAATUPOBAHHAA CCbINKa, TO PEKOMEHAYeTCA UCNOoNb3oBaTh ASWCTBYIOWYIO BEPCUIO
3TOro CTaHgapTa € y4eTOM BCEX BHECEHHBIX B AAHHYIO BEPCUIO U3MEHEHUIN. Ecnn 3ameHeH CebinoyHbIl cTaHaapT, Ha KOTo-
prVI AaHa gatupoBaHHasa CCbinka, To pekoMmeHayeTca MCNoNb3oBaTh BEPCUIO 3TOr0 CTaHAapTa C yKa3aHHbIM Bbille rogom
YTBEPXKOAEHNA (anHHTMH). Ecnu nocne yTBEPXAEHUA HacTodawero craHgapra B CCbINMOYHbIN CTaHaapT, Ha KOTOprﬁ AaHa
[aTVpoBaHHast CCbINKa, BHECEHO M3MEHEHUE, 3aTparvuBaloLLee NomnoXeHne, Ha KOTOpoe AaHa CCbINKa, TO 3TO NonoXeHue
pekoMeHayeTcsd NPpUMEeHATb be3s ydyeTta 4aHHOIo U3MEHEeHUA. Ecnu ccbino4Hbin craHaapT OTMEHEH oes 3aMeHbl, TO Nnono-
XeHue, B KOTOPOM laHa CCbifika Ha Hero, peKoMeHAyeTcsl MPUMEHSITb B YacTW, He 3aTparuBatoLen 3Ty CCbISKY.

3 TepmuHbI M onpeaeneHust

B HacTosiiem cTaHaapTe NpUMeHeHb! crieyloluve TePMUHBLI ¢ COOTBETCTBYIOLLIMMU OnpeaerneHnsiMn:

3.1 MepgMuUMHCKOe u3genue AnNsi QUarHoCTUKM in vitro (in vitro diagnostic medical device): Jio6oe me-
AnunHcKoe usaenuve, Aensiiolleecsl peakTMBOM, peakTUBHBIM NPOAYKTOM, KanubpaTopom, KOHTPONbHBLIM MaTe-
pnanoM, HabopoMm, WHCTpYMeHTOM, annapatoMm, obopygoBaHMEM WM CUCTEMOW, UCMONb3yemMoe
CaMOCTOATENLHO UM B KOMBUHAaLMK, NpefHasHavYeHHoe U3roToBUTENeM Ans NpUuMeHeHus in vitro npy uccne-
AoBaHuM 06pasLioB, BKMOYAs KPOBb U TKaHW, B3SIThIE U3 YENOBEYECKOTo TeNa, eQUHCTBEHHO U rMaBHbLIM 06pa-
30M B Lenax nony4yeHust uHcopmaumm, kacawweecs UsMonormyeckoro UM natornormyeckoro CoCTosIHUS,
UNN BpOXXAEHHON aHOpManbHOCTU, UNKU ANA onpeeneHus 6e30MacHOCTU U COBMECTUMOCTU € MoTeHUuanb-
HbIM PEeUUNUEHTOM, UINU ANsl MOHUTOPUHIa TepaneBTUYECKUX Mep.

MpumevaHwnsn

1 EmxkocTb Ansi 06pa3ua BakyyMHOrO UNM MHOTO TMNA, CNeLmManbHO NpeAHa3HauYeHHas U3roToBUTENeM Arisi NepBUy-
HOrO pasMelLeHns U coxpaHeHusi 06pa3sLIoB, B3ATLIX U3 TeNa YenoBeKa C Liernbio AUarHoCTUYECKOro UCCrneaoBaHus in vitro,
paccmaTpuBaeTcsi Kak MEAULMHCKOE u3genue Ansi AMarHoCTuKM in vitro.

2 NMpoaykTbl 06wWenabopaTopHOro Ha3HAYEHUS He SIBIAIOTCA MEAVLMHCKMMU U3AEeNUAMM AN ANArHoCTUKM in vitro,
cneumanbHO NpeaHasHaueHHbIMY U3roTOBUTENEM NSl UCNONb30BaHUS B ANArHOCTUYECKUX UCCNEA0BaHUSX in vitro.

[1, onpepenerue 3.1]

3.2 UHCTPYMEeHT ANnA AUarHocTUKM in vitro (in vitro diagnostic instrument): O6opyaoBaHue unu npu-
60p, I'Ipe,ClHaSHaHEHHbII‘/'I narotoButenemMm aAnd npuMeHeHUd Kak meaguunHckoe wunsgenue ana AnarHoCTuku
in vitro.

[3, onpenenenne 3.26]
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3.3 BcnoMoratenbHoe usgenue K MeQULUHCKOMY U3enuio ana AQUarHocTuKu in vitro (accessory
to an IVD medical device): Usgenue, npeaHasHauyeHHOe U3roTOBUTENEM cneumnanbHO AN UCMOoNb30BaHUA
BMecCTe ¢ onpeaeneHHbIM MeguULMHCKUM n3aenMem ans AMarHoCTUKW in vitro, npucnocobneHHbIM nnn cogen-
CTBYIOLLMM 3TOMY U3OEMNNI0 B COOTBETCTBAN C €70 UCNOMNb3OBAHUEM MO HAa3HAUYEHUIO.

[9, onpenenenue 4]; [10, yacTb A, onpeaenexue 1/1.2]

3.4 usrotoBuTenb (manufacturer). ®usanyeckoe Unu lopuandeckoe NULIO, OTBETCTBEHHOE 3a paspa-
60TKy, NPON3BOACTBO, KOMMOHOBKY, YNAKOBKY U MapKUPOBKY MeAMUUHCKOro uaaenusl, cbopky cucTtembl Unm
afganTaumio MeguLMHCKOro n3aenusi nepeq pasmeLleHeM ero Ha pbiHke Unuv BBOAOM B aKCNlyaTauuio, Hesa-
BMCUMO OT TOro, MPOU3BOAUIUCHL NN 3TK onepauuni AaHHbLIM JIMLOM UK OT ero UMeHU TpeTbel CTOPOHONA.

[3, onpegeneHune 3.36]

3.5 obpasewy (specimen): Buonoruyeckuin matepuarn, KOTOpbIA NONYYeH, YTOBbI OBHAPYXUTb UNN N3Mme-
pUTb OOHY UIN HECKOITbKO BEMUYNH.

[2, onpegeneHue 3.5]

Mpumep — Kanns kanunnsipHol Kpoeu, 83simMasi U3 nsAMKU HO8OPO)XXOeHHO20, HAHECEHHas! Ha KPYXOK husib-
mposanbHol 6yMazu u ebiCyweHHas1 Ha eo3dyxe.

3.6 aHanuTtuyeckaa nopuus (analytical portion): Nopuusa matepuana, B3ATOrO U3 aHaNUTUYECKON NPo-
Obl, Ha KOTOPOW NPOBOANTCA U3MEpPEHNE UK HabnoaeHne.
[FOCT P NCO 15193—2007, onpegeneHue 3.4]

MpwyMeyaHune— AHanuTudeckyto nopumio 6epyT nNpsiMo U3 nepeuyHON unn naGopatopHon NPoGbl, ecnu He
TpebyeTcst NOAroToBKa. AHaNUTUYECKYIO NOPLMIC MHOTAA PACTBOPAIOT ANA NONYYeHWU aHaNMTUYECKOrO pacTeopa nepes
NoMeLLeHNEM ee B UBMEPUTENbHbLIN NpUGop.

Mpumep — Bbi6umbili @ NyHKY niaHwema duck punibmpoeanbHoii 6ymazu onpedesneHHo20 duamem-
pa ¢ HaHeCeHHOU Ha Hea0 KanusuIsipHOU Kpoebio, 831Mol U3 NSAMKU HO8OPOXKOEHHO20 U 8bICYWeHHOl Ha
go3dyxe.

3.7 Tect-6naHK (test-blank): BnaHkn (kapToukun) us cneumanbHon bUNbLTPoOBanbHOW Bymarn onpeae-
NEeHHbIX Pa3MepOB MU CBOWCTB C Hane4yaTaHHbIMU Ha HAX KpYXXKamu s BHeceHUa kanenb 6uoxuakocTu (y Ho-
BOPOXOEHHBIX — KPOBM), C UHCTPYKLIMEN ANs NonyyYeHus obpasLia U BHeCeHUs CBeAeHUi No uaeHTudukaumm
naumeHTa 1 B3AATOro y Hero obpasua buoxnakoctn. TecT-6naHku npegHasHaveHbl Ansi B3ATUSI, XpaHeHUst U
TPaHCMopTUPOBKN 06pa3LIoB.

MpumeyaHune—AgantupoBaHo u3 [6], [12].

3.8 «cyxoe naTHO» kpou («dried spot» of blood): BbicylueHHoe ¢ onpeaeneHHbIMU NPeA0CTOPOXHOC-
TAMW U B onpeaeneHHbIX YCNoBUsX NATHO KPOBW, NpeaBapuUTenbHO HAHECEHHON Ha TecT-6naHk.

MpumMedaHune— TexHONOMS «CyXOro NsTHa» — TEXHONOMS NpeaHaNUTUYECKOro Tana Ans B3siTUsS Kanur-
TNSPHON KPOBMW Y HOBOPOXAEHHBIX UCMNONb3YyeTCsl MPY HEOHATANbHOM CKPUMHUHIE, @ Takke NPy SNuaeMUOrorMuecKnx CKpu-
HUHrax y HOBOPOXAEHHbIX, AETEN 1 B3pOCIbIX, HAaNpMMep, CKPUHUHIE Anisi BbiseneHust BUY, renatmtoB u nccnegosBaHusx
rOpMOHOB, NMMNMAOB, NekapcTi. MNpeumyllecTBa MeToga — manasi TpaBMaTUYHOCTb, BO3MOXHOCTb UCMONb30BaHUsI MUK-
poaHanuaa, NpocToTa TPaHCNOPTUPOBaHUS U XpaHeHus 06pa3LoB.

3.9 cKpuHUHr (screening): lNpocenBaHne — MeToA BbISIBNIEHNA B 0bLIel nonynsuui nuu ¢ onpeae-
neHHoWn 6one3Hbo Unu hakTopamm pucka ee pasBUTUS.

3.10 HeoHaTanbHbIN CKPUHUHT (neonatal screening): MaccoBoe o6cneioBaHWe HOBOPOXKAEHHbLIX Ae-
Tel ANs BbIABNEHUS BPOXKAEHHbIX HAacNeACTBEHHbIX 3ab6onieBaHuin Ha AOKIUHUYeckon ctagun [11,12].

MpwumeyaHue—B cootBeTcTBMM C Npukazom MuHagpascoupassuTus PO ot 22 mapta 2006 roga Ne 185 «O
MaccoBOM 06CneaoBaHNM HOBOPOXAEHHLIX AeTel Ha HacnecTBeHHble 3a6oneBaHusi» NPOBOAMTCS MAcCOBbLIA HEOHa-
TanbHbIN CKPUHWHE Ha (DEHUITKETOHYPUIO, FanakTo3eMMIo, aApEeHOreHUTarnbHbIN CUHOPOM, MYKOBUCLIMAO03 U BPOXAEHHbIN
rmnotupeos [11].

3.11 ummyHod moopecueHTHbIN aHanu3 (fluoroimmunoassay): Metoa aHanu3a, OCHOBaHHLIA Ha
NPOBOAUMON in Vifro AMMYHOXUMWYECKOIN peakLmn aHTUreHa co cneunu4ecknm aHTUTENOM, KOHbIOMMPOBaH-
HbIM C priyopecueHTHOU MeTkoi (cM. 3.19).

[AnanTtuposaHo, FTOCT P 51088—97, onpeaenexue 3.9] 1, [13]

3.12 UMMYHODIOOPECLEHTHLIA aHanU3 ¢ BPEeMeHHLIM paspeleHuem (time-resolved fluoro-
immunoassay): BapuaHT uMMyHOMNIOOPECUEHTHOro aHanusa, Npu KOTOPOM peructpauusa curHana dntoo-
pecueHUMn ocyllecTBNseTCs C 3adepXKOoW BO BPeMEHW OTHOCUTENbHO CBETOBOrO MMNynbca Bo3Gyxae-
Hua [14].
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MpumevwaHnwns

1 B UMMYHOIIOOPECLEHTHOM aHaNn3e ¢ BPEMEHHBIM PaspeLIEHNEM N3MEPEHNEM aHaNUTOR KCYXOTO MSTHAY KPO-
B/ HOBOPOXAEHHOTO BbISIBITIEHNE aHTUIEHOB UNWU aHTUTEN OCHOBAaHO Ha onpeAeneHnn KOMMIeKca aHTUreH-aHTUTeno 3a
cyeT BBEAEHWA B OOMH M3 KOMMOHEHTOB peakuun B Ka4eCTBE METKM XenaToB peaKo3eMenbHbIX METAmoB (MaHTaHu-
OB — eBponus, camapus, Tepbus n ap.). Takon BapnaHtT UMMyHOMMIOOPECLEHTHOIO aHann3a ¢ pa3peLeHneM rno Bpeme-
HW obosHavaloT Takke kak metoa (Mnu TexHonormsi) DELFIA (Dissociation of Enhanced Lantanide Fluoroimmuno-
assay — AWCCOLMOHHO-YCUIEHHbIN NaHTaHUAHbIN PI0OPOMMMYHOaHaNu3).

2 bornblion casur mexagy ANMHOW BONHbI BO36YxaeHus dnioopecueHumm (340 HM) U MaKCUMYMOM €€ U3rnyyYeHusn
(613 HM) noaBonsAeT n3bexarte POHOBOW ayTodnioopecueHUM GuonorMyeckmx 0OGbEKTOB, HTO SBNAETCS NPEUMYLLLECTBOM
meToga.

3.13 donoopecueHuun (fluorescence): HAsneHne UsnydyeHUst ceeta Monekynamu nocne nornoweHus
BO3OyxaatoLlero ceeTa.

MpumevaHuns

1 ApantupoBaHo [8, pasgen 4.1], [13].

2 Kak npaeuno, ceT drioopecLeHLum nmeet 60nbWyto AnUHY BONHbI, YeM abcopbupoBaHHbIli (BO36yxaaoLwmii)
CBeT.

3.14 Bo3byxnaeHue (excitation): MNepexoa Monekynbl U3 COCTOSIHUSI HAUMEHBLLIENA SHEPrun, a UMEHHO
MCXOOHOro COCTOSIHUSA, B COCTOSIHWE BonbLuen aHeprum scneacTene abcopbuvmn nagaiowero ceera.

MpumeyaHune—AganTupoBaHo [7, paszaen 4.1], [8].

3.15 saTyxaHue (raweHue) dnroopecuenuumn (fluorescence quenching): Jlioboe B3aumopaeicTBune
MOTIeKy/s1bl C pacTBOpUTENEM, pacTBOpamMu; UNK ApyruMun chakTopammn oKpyxarowen cpefbl, KOTOpoe CHUXKaeT
KBaHTOBLIN BbIXOA, pritoopecLieHLNN.

[8, pasgen 4.1]

3.16 uMHTeHcuBHOCTb chnropecueHuun (fluorescence intensity): 1) CurHan UHTEHCUBHOCTU chrtoo-
pecLeHLUW; NokasaHWe LWKarnbl MHCTpyMeHTa Npu AeTekuun (oBHapyxeHnn) pnroopecueHTHOro U3nyveHus ot
BO30YXaeHHbIX (rIF0OPOXPOMOB; 2) Mepa 3Heprumn u3nyyYeHns pnroopecLeHLnn.

[8, pasmen 4.1]

3.17 norpaHu4Hoe, noporoBoe 3HauyeHue (cut-off value): 3HavyeHue BenUYMHLI, NUCMONL3yeMoe B Ka-
YyecTBe nNpegena Ans NPUHATUA AMarHOCTUMECKOro pelleHnsl, naeHTudukaumm Nnpobel, kKoTopasi nokasbiBaeT
Hanuuve UM oTCYTCTBUE U3MepPSIEMON BENMUYNHLI, onpeaerneHHon 6one3Hn, CoCTOSIHUS.

Mpumevanns

1 PesynbTtarthl U3MepeHus Bbile NOrPaHUYHONo 3HAYEHUN CHUTAIOTCA NONMOXUTENBHBIMU, & Pe3yNbTaTbhl HUXE MNo-
rPaHUYHOrO 3Ha4YEeHUs1 pacCCMaTPUBAIOTCA KaK OTpULUATENbHbIE.

2 PesynbTaThl U3aMepPeHUs BO3ME NOrPaHNYHOIO 3HAYEHWUA MOTYT pacCMaTpuBaThCA Kak HeybeanTeneHble.

3 BbIGop norpaHnyHoOro 3HaveHus onpegensieT AWarHOCTUYECKYI0 cneundUHHOCTE U ANArHOCTUHECKYIO YYBCTBU-
TEeNbHOCTb.

[3, onpeaenenne A.3.13]

3.18 dnoopodop/dnoopoxpom (fluorescer/fluorochrom): Belwiectso, koTopoe dnoopecumpyeT
noa AeNCTBUEM SNEKTPOMArHUTHOIO U3NyYeHUs.
[7, 8 pasgen 4.1].

MpumeyaHune— dnwoopodop n HnooOPoOXPoOM — CUHOHWUMBI.

3.19 dnmwoopecueHTHaa meTka (fluorescent label): ®noopocop, coeanHEHHBIA C MONEKYNOW aHTUTe-
na/aHTureHa Ansa UCNonb3oBaHUA B UMMyHOaHanuse ana getekuuu aHanuta (cm. 3.11).

3.20 aHanusatop dnoopomeTpudeckun (fluorometrc analyser): Jio6oi UHCTPYMEHT, UCMIOMNb3YEMbIiA
ANs pernctpauun 1 oLeHKun bnoopecueHUnI, n, NpU He0BXo0ANMOCTH, APYIMX Ka4eCTB aMUCCUM riroopecLieH-
L1 — Takux, Kak cnekTpanbHoe pacnpegeneHue Unu aHU3oTponus, KUHeTUKa 3aTyxaHus iioopecLeHLn.

Mpumeyanune—[na oueHkm nioopecueHunn Npn HnNIoopecLEeHTHOM U UMMYHOMNIOOPECLEHTHOM aHanmae
in vitro «Cyxoro NnATHa» KPOBW HOBOPOXAEHHOTO MOTYT BbITh TaKXKe UCNONb30BaHbl PNI0OPOMETPbI, aHANU3ATOPbI PNI0OPO-
MeTpU4ecKkne, MHOFO(hYHKUMOHANbHBIE NNAHWETHLIE aHaNU3aTopbl C TEXHONOIME n3amepenHus dnioopecueHumn ¢ Bpe-
MEHHBIM pa3peLeHUEM.

3.21 6noku peakUMOHHbIX fivYeeK Ans pnoopPecUeHTHOro U UMMYHO(NIDOPEeCLIeHTHOro aHanusa
(blocks of reaction wells for fluorescent and immunofluorescent analysis): Cocyabl (A4enkn, NyHkK), npeaHas-
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HaveHHble A1 BbINOMHEeHNs 3TanoB aHanuTuyeckoh casbl hroopecLleHTHOro 1 UMMyHOMNHoopecLEeHTHOro
aHanusa in vitro n ansa peructpauum dprroopecueHuMn, obbeanHeHHble B eguHbIA 610K (pamkon).

MpumeyaHue— SAyelikn (NyHku) MoryT 6biTe 06beavHeHb! B GN1okM B BUAE NNaHWeTOoB (nnatek), Hanpumep,
KOMNOHKM U3 8 nyHok (oT A go H) no 12 psigoB, 06beAuHEHHbIE B MUKPOTUTPOBAaIbHbIE MNaHweTsl ¢ 96 nyHkamu. [MnaHweTsl
MoryT cocTosTb u3 384, 864, 1536 aueek. Avenkn, obbegnHeHHbIe B OAWMH UKW ABa psiga Uinv B 04HY Uy ABe KOMOHKW, 06-
pasyloT cTpun.

4 MNpubopbl n o6opyaoBaHue ANA AMarHOCTUKM in vitro ans onoopecueHTHOro
M UMMYHOMIOOPECLLEHTHOro aHanm3a «Cyxoro nATHa» KPOBU HOBOPOXAEHHOro

4.1 O6wue TpeGoBaHMA ANA rocyfapcTBeHHbIX 3aKynokK

4.1.1 XapaktepucTunkun npegnaraemoro o6opyaoBaHUa AOKHBI COOTBETCTBOBATL UMW NPEBOCXOAUTb
HacToswmne TexHn4eckne TpeboBaHus.

4.1.2 OGopyaoBaHMe 1 KOMMNEKTYOLWNE A0MKHbI ObITb HOBEIMU, paHee He UCMONb3OBaHHBIMU.

4.1.3 Onsa nposeaeHns (priroopecLeHTHOro N UMMYHOMIOOPECLIEHTHOrO aHanmnsa «Cyxmx NATeH» Kposn
HoBOpOXAEHHOro TpebyeTcs NpruMeHeHne psiga usgenuin (Nprubopos 1 06opyaoBaHNA), Kaxaoe ns KOTOpPbIX
3aKynaeTca oTAeNbHbIM FIOTOM.

TpeboBaHus K NPoON3BOANTENBHOCTU NPNBOPOB U 06opPYACBaHUS AOMKHBI BbITb CHOPMMPOBaHHI C yde-
Tom obbema uccnegoBaHuin B nabopatopun.

KomnnekT ocHOBHOro 1 BcnoMoraTenbHoro nabopaTopHoro obopyaoBaHna Ana HeoHaTarlbHOIO CKpU-
HWUHra BKIlOYaeT criedyolume usgenus (aanee no TeKCTy — KOMMMeKT obopyaoBaHus):

a) aHanusatop ropoMeTpUYecKUin — peructpaTtop hnropecleHLUn;

6) VMHCTPYMEHT ANns BblouBaHWSA ByMadkHbIX AUCKOB ¢ 00pasLamu KpoBu;

B) YCTPOWCTBO AMA packanbiBaHUsl peakTUBOB B MUKPOTUTPOBAMbHbIE MaHWeThl (aucneHcep);

r) BCTpAXvMBaTelb (LUenKep) UNn BCTpsXmMBaTelb — UHKybaTop;

4) uHkyGaTop (TepmocTaT) Ans nHKybaLMM MUKPOMNNaHLLETOB;

€) YCTPOWCTBO AN yaaneHus ANCKOB U3 NMaHLWEeTOB — AUCKpeMYyBep;

X) YCTPOWCTBO AN NPOMbIBAHUA MaHLETOB (BoLlep);

n) MUKpOOO3aTOPbl MUNETOYHbIE C U3MEHSIEMbIMM 06 beMaMK O3UPOBAHUS;

K) MUKPOTUTPOBasbHbIE NNaHWeTbl U CTPUMGI;

1) HaKOHEYHWUKU ASIA NUNETOK U aBTOMaTUYeCKNX A03aTOPOB.

Komnnekrauus — B 3aBUCMMOCTU OT TpeBoBaHMIA 3aKa3umka U MOLLIHOCTM NnabopaTopun.

MpumevaHuns

1 YkasaHHble B nepevmncrienusix a), 6), ), r), a), e), X), u), K) M3genust MoryT UCrosib30BaThCsl B COCTABE COBMELLEH-
HbIX C (OIOPOMETPUHECKUM aHaNM3aTopoM MOAYNEeN Nn BXoanTb B COCTAB aBTOMaTU3UPOBAHHbLIX CUCTEM.

2 AHanusaTtop ¢roopoMeTpUUECKHit CO BCNoMoraTenbHbIM 060pygoBaHuem U agantMpoBaHHbIMM HabGopamu pea-
rEeHTOB 00Pa3yloT e4ANHYI0 aHANUTUYECKYI0 CUCTEMY, KOTOPas MOXET ObiTb peanusoBaHa U3roTOBUTENEM UM N3rOTOBUTE-
NSIMW B PasnuyHbIX BapuaHTax B 3aBUCMMOCTM OT TpeGoBaHwii 3akasumka. BenomorartensHoe o6opygosaimne n Habopbl
peareHToB (cM. [OCT P 55992.2) aonxHbl ObITb COBMECTUMbI C OCHOBHLIM NPMGOPOM U APYT C APYIOM.

4.1.4 B KOMMIIEKT MOCTaBKN K KaXXAOMY U3OenNnio OOIKHO ObiTb BKIMIOYMEHO PYKOBOACTBO MOSb3oBaTe-
NS — UHCTPYKLUMA MO 3KCIyaTauuy Ha pyccKoM Asblke. SKcnyaTauuoHHasa AoKyMeHTaumus orrkHa bbiTb Bbl-
nonHeHa B cootrseTcTBUM ¢ TOCT 2.601—2006, NOCT P 50444, TOCT P 51350. OokymeHTauuss gns
nonb3oBaTtens AoimkHa oTBevaTb TpebosaHuam NCO 18113.3, pasgen 7. KoMnbioTepHble NporpamMmmbl Ans
pacyeTa pesybTaToB UCCNEA0BaHWUIA 1 OLEHKU UX KaYecTBa AOMMKHbI ObiTb NpeAcTaBeHbl Ha PYCCKOM A3bIKE.

PaboTta ¢ usgenusimv gorkHa nposoaAnTLCA 06y4eHHbIM OnepaTopoMm.

4.1.5 KomnbloTepHoe obopyagoBaHue 1 NporpammHoe obecneyeHune, BXoasLlee B KOMMIIEKT MNOCTaBKM
nsaenuii, AOMMKHbI BbITb NOMHOCTLIO COBMECTUMBIM APYT C APYrOM U C OCHOBHBIM 060pyaoBaHuem. Ecnin ume-
toTCs pycudmumpoBaHHbIe BEpCUM NPorpaMMHoro o6ecneyveHus, oH1U AoMMKHbI ObiTb BKIOYEHbI B KOMMNEKT No-
cTaBku. KomnbioTepHoe obopyaoBaHue 1 nporpaMMHoe obecneyeHre AoSKHbI OblTb Takke KOMMEKTHLIMU U
COMpPOBOXAATLCH PYKOBOACTBOM MOSIb30BaTENS HA PYCCKOM SI3bIKE.

HAwanor ¢ onepatopoM AomkeH 6bITb OPUEHTUPOBAH Ha NOATOTOBIIEHHOIO NOMb30BaTessl.

4.1.6 ObopyaoBaHWe AOMKHO BbiTb paspeleHo K NPUMeHeEHUo Ha TeppuTopun Poccuiickoid deaepa-
UUK B YCTAHOBJIEHHOM Mopsike N AOIMKHO UMEeTb:

- CBeflIeHNA 0 perncTpaLmoHHOM YAOCTOBEPEHUN, BbIAAaHHOM U3rOTOBUTESIO B YCTAHOBIIEHHOM MOpsaKe
YMonHOMoYeHHbIM PefeparnbHbiM OpraHoM UCNONHUTENLHOW BNacTu B cdrepe 3ApaBoOXpaHEHUsT;
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- UIHCTPYKUMIO NO NPUMEHEHUIO UNN PYKOBOACTBO MO 3KCNyaTauumn MeauLuHCKOro n3aenusa Ansa nonb3o-
BaTens.

Bce BbileykaszaHHble AOKYMEHTbI AOMKHbI ObITb NPeACTaBeHbl Ha PYCCKOM A3bIKE.

4.1.7 Uspenusa, npeanaraemble K 3aKynke, AO/DKHbBI UMeTb rapaHTuiHble obasaTenscTea Ha AaTy no-
cTaBKku He MeHee 1 ropa.

4.1.8 JomxHa 6biTb 0GecneveHa cCoBMECTUMOCTb HAGOPOB peareHToB Ans MHOPECLEHTHOTO U UMMY-
HONIOOPECLIEHTHOrO aHannsa «Cyxoro NATHa» KPOBU HOBOPOXAEHHOrO C UCMOMNb3yeMbIM NosSib3oBaTeNem
nabopaTopHBLIM KOMMNAEKCOM.

4.1.9 Habopbl peareHToB AOMKHBI 3aKynaTbcsl OTAEMbHBIMK NoTaMu. TpeboBaHusa Ana 3akynok Habo-
poB peareHToB — cM. FOCT P 55992.2.

4.1.10 B oTHolleHun 3nekTpobe3onacHOCTU U3AENUs, BXoaALWME B KOMNNEKT 060pyaAoBaHUsA, AOMKHbI
cootBeTcTBOBaTh FOCT P 51350 ¢ TpeboBaHUsAMM He HUXe NpeabABnseMbiX K 3genuam knacca |, cteneHu
3arpsisHeHud |, kateropuu moHTaxa ll; u FOCT P 52319—2005 (o6opyaoBaHue knacca ).

4.1.11 Tlo aneKTpoMarHUTHOW COBMECTUMOCTU U3Aenus, BXoaswme B KoMnnekt obopyaosaHusa, Aon-
Hbl cooTBeTcTBOBaThL FOCT P 51522 ¢ TpeboBaHusiMu He Hke TpeboBaHui K nsgenusim knacca b, kateropus
KadyectBa yHKuuoHupoBaHust C, a Tawke MOCT 30804.4.2, TOCT 30804.44, T'OCT P 51317.4.5,
MOCT P 51318.11.

4.1.12 KnumaTtunyeckoe UCMOSNTHEHUE U3ENNA, BXOAALMX B KOMIMIIEKT 060opyaoBaHns, OMMKHO COOTBE-
TcTBOBaTh UcnonHeHuo YXI 4.2. no NOCT 15150: Temnepatypa Bosayxa +15 ... +35 °C, oTHocutensHas
BnaXxHocTb: 10—85 %.

MpumeyaHune—B TexHnyeckm 060CHOBaHHBIX CAy4Yasx AONYCKAETCA CyXeHue auanasoHa paboumx u npe-
JAernbHbIX TeMnepaTtyp.

4.1.13 Mo ycTOMYMBOCTU K MEXAHNYECKAM BO3OENCTBUAM U34enus, BXoAsiLuMe B KoMniekT obopyaosa-
HWS, AOSKHbI cooTBeTCTBOBAaThL p. 1 u/unn 2 no FOCT P 50444 (cTaumoHapHble u/unuM nepeHocumble BHYTpU
rnoMeLLeHniA).

4.1.14 TpeboBaHWs K 3NEKTPONUTAHNIO

OneKkTponuTaHne nsgenui, BXoAsLWMX B KOMMNEKT 060pyaoBaHNUsA, A0MHKHO OCYLLECTBAATLCS OT CETU Ne-
peMeHHoro Toka ¢ Yactotoi nutarowen cetn (50 + 1) 'y n HanpsxkeHWem anekTponuTaHua (220 + 10 %) B B
cooTtBeTCTBUM C TpeboBaruamn FTOCT P 50444,

4.2 AHanusatop cnoopomeTpuHeckunn (peructpartop drroopecLeHLUn)

4.2.1 MNpegHasHavyeHHOe NPUMEHeHne u3nenns

AHanusatop cbnoopoMeTpudecknii 4ormkeH 6biTb NpeaHasHaveH 4ns perucTpaumm dnoopecueHLMn n
bnoopecLieHLMN C BpEMEHHBIM Pa3speLLeHNeM XUAKUX UMW TBepAbIX NpoB, pasmMeLLeHHbIX COOTBETCTBEHHO
B 06beMe UM Ha AOHbILKAaX MUKPOTUTPOBASbHBIX NaHWeToB WMWK CTPUNOB. AHanusatop Ao/KeH UMeTb
BbIXOA 415 MOACOEANHEHUS K MPUHTEPY N KOMMbOTEPY.

B OTHOLWIEHNM peakTUBOB aHanu3aTop MoXxeT BblTb OTKPLITON UMK 3aKPLITOW CUCTEMON.

MpwnmedaHune— OTKpbITas cUCTEMa NpearosiaraeT BO3MOXHOCTb MCMNONb30BaHUsI PEAreHTOB PasafyHbIX 13-
roToBuTENe Ana 4aHHOrO NPUHUMNA M3MEPEeHUs aHanuTa. 3akpbiTasi cucTema npegnonaraeT UCKITIHUTENBHOe UCTONb-
30BaHME PACXOAHbIX MaTepmarnoB U3roTOBUTENS AN 4aHHOrO MpuHUMNa M3MepeHns aHanvTa. Bonpoc nenonb3osaHusi
OTKPbLITOW UK 3aKPbITOW CUCTEMBI PELLAeT 3aKa3uuK C y4eTOM YCIOBUI NPpUMEHEHUs 060pyaoBaHUs.

4.2.2 TexHudeckune n pyHKUMOHANbHbIE XapakTepucTnKn

TexHnyeckne U (pYHKUUOHAmNbHBIE XapakTepUCTUKW, KOTOPbIM AOMKeH YAOBMNETBOPATbL aHanusaTop
bnoopomMeTpuiecKniA, NpegHa3HavYeHHbIR A5 BbIMONTHEHUS (DIIFOOPECLIEHTHOro U UMMYHOMIOOPECLEHTHOrO
aHanuaa in vitro B «CyXoM MsITHEe» KPOBM HOBOPOXAEHHOrO, AOMKHBI COOTBETCTBOBATL criegyrowwum Tpebosa-
HUSIM.

4.2.2.1 Onsa obecneyeHus TpebyeMbix OYHKLMOHaMNbHBIX XapakTepUCTUK aHannsaTopa B TeXHNYecKoM
3aaHn1 Ha NoCcTaBKy AOSKHbI 6bITh NepeyncneHsl Habopkbl peareHToB, C UCNOMbL30BaHWEM KOTOPLIX NaHnpy-
eTCcH OCYLLECTBMATb HEOHaTaNbHbIA CKPUHUHT.

HeBO3MOXHOCTb NPOBEAEHMS UCCNeAoBaHMN XOTS Bbl C OAHUM 13 NepeyncneHHbIX HabopoB peareHToB
NN OCTWKEHNSA NapaMeTpoB, 3aJaHHbIX B UHCTPYKLMSAX MO NPUMeHeHUo HabopoB, ykasbiBaeT Ha HECOOTBe-
TCTBME OAHHOTO U3Aennsa npeabsisnsieMbiM TpeboBaHMaM.

4.2.2.2 AHanuzaTtop gorpkeH obecneynBaTb U3MEPEHUSA B peXXume rioopecleHLumMn B AnanasoHe AnnH
BONH Bo36yxaeHna 340—450 HM 1 ucnyckaHuns B pexxume 405—650 HM; B pexxume dniroopecLeHLmn ¢ Bpe-
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MEHHBIM paspeLueHneM AnanasoH A1H BoMH BoaByxaeHus 280—400 Hm, ucnyckaHna — 440—620 Hm. Tpe-
60oBaHNe YTOUHAETCH 3aKa3unKoM B 3aBUCUMOCTM OT NMPUMEHsieMbIX HabopOoB peareHToB.

4.2.2.3 YyscTBUTENBLHOCTL Npnbopa, YpoBeHb «oHa», AMHAMUYECKUI AuanasoH perucTpaLum, npouns-
BOANTENBHOCTb A0MKHbI BbiTh AOCTATOUHBIMW ANA paboTbl ¢ Habopamu peareHToB, UCMOMbL30BaHWUE KOTOPbIX
NNaHNUpyeTcs Npu HeoHaTanbHOM CKPUHUHTE.

Mpumep — Pezucmpayus ®PB (egponul.)

IMoka3aHus aHaslusamopa no JiyHKkam ¢ ducmuJsuiuposarnHol 8000l 8 nnaHwemax Ha 96 nyHok — He 60-
nee 500.

Mokasaxus aHanu3zamopa rno siyHKaM ¢ pacmeopoM UOHOE e8ponus 8 pacmeope, ycunusaruum groopec-
yeHuuro, ¢ KoHueHmpayuet 10~ M — He meree 1000000.

MakcumanbHbIl ypoeeHb noka3aHuli — He meHee 10000000.

Bpemsa perucTpaumm nokasaHuin ot fnyHok 96-nyHodHoro nnaHweTta — He 6onee 3 MuH. [lommkHa 6biThb
npegocTaBfieHa BO3MOXHOCTb BbiGopa BpeMeHW 3sMepeHns B 3aBUCUMOCTY OT MeTOAa, 3aroXXeHHOro B Habo-
pe peareHToB.

4.2.2.4 TpeboBaHus K MeTOAaM U3MEPEHMWS

AHanusatop fofmkeH obecneynsaTb U3SMepPeHNe No KOHEYHON TOUKe, BOBMOXHOCTL KUHETUYECKOro U3-
MepeHus1, ckaHupoBaHUs NyHKU. MeToabl M3MepeHUst AOMKHbLI 06ecrnevnBaTh BO3MOXHOCTb 0OBHapyXeHus 1
KOMMUYECTBEHHOM OLIEHKN aHaN1TOB B COOTBETCTBUM C METOAUKAMM, MPeCTaBeHHbIMN B UHCTPYKLMSAX K Habo-
pam peareHToB. TpeboBaHWUSA ONpPedensloTCA 3aKasyMKoOM B 3aBUCUMOCTU OT MNpUMeHsieMbliX Habopos
peareHToB.

4.2.2.5 TpeboBaHuMs kK TEMMNepaTypHOMY KOHTPOSIIO B U3MEePUTENbHON kamepe

Temnepatypa B nuaMepuTenbHO kaMmepe Ao/kHa BbiTb perynmpyemMoin oT Temnepatypbl Ha 2 °C Bbllwe
koMHaTHon ao 45 °C. [JomkHa 6biTb obecneyeHa BO3MOXHOCTb TepmocTatupoBanms npu 37 °C. TpebosaHus
onpeaensitoTcs 3aKkaz4ymMkom B 3aBUCMMOCTU OT MPUMeHsieMblX HabopoB peareHToB.

4.2.2.6 MoBTOpHbIE 3aMepbl

CnepyeT npegycMoTpeTb BO3MOXHOCTb MPOrpaMMUPOBaHNs NOBTOPHbIX 3aMepoB A4Sl NnaHweTa, paga
NN SIYERKK.

4.2.2.7 3arpyska nnaHweToB ANsi U3MepPeHNs 3MUCCUN

Cnepyet npedycmMoTpeTb BO3MOXHOCTb PYYHOR 3arpysku niaHLWeToB U CTPUMOB B aHanusaTop ans us-
MepeHUsl.

4.2.2.8 TpebosaHus K rabaputam usgenua

Mprbop B KOMNNEKTALUM C KOMNBLIOTEPOM U NPUHTEPOM AOIDKEH pasmellaTbest Ha nabopaTopHOM cTorne.

[TpumedaHune— TpeboBaHne K aBTOMaTU3NPOBAHHBIM NAGOPATOPHLIM KOMIIIEKCAM HE NPeAbsIBIISIETCS.

4.2.3 Knacc aHanusartopa hnoopomMeTpu-deckoro 4ofmkeH cooTBeTcTBoBaThb TpeboBaHusam FOCT P 51609 ¢
YYETOM MOTEHLIMATILHOTO pUCKa B YCMOBUAX NPeaHa3HaYeHHOro NPUMEHEHMS.

4.3 MukponnaHweTbl (610K peakLUOHHBbIX hNIOOPOMETPUUYECKUX SUeeK)

4.3.1 Tunbl MUKpOMNIaHLLIETOB

Ana sBbinonHeHUs noopecLeHTHOro  UMMYHOMNIOOPECLEHTHOrO aHanusaa in vitro B «Cyxom nATHe»
KPOBW NpU HEoHaTaNbHOM CKPUHWHIE HeobXoAUMbI MUKPONAaHLWeTbLl 0BbIYHO Ha 96 ssueek, ANst HEKOTOPbIX
aHanuMToB UCNONbL3YTCA CTpUnbl. Ecnu Ha TeppuTtopun Poccuiickoin degepaumm B ycTaHOBNEHHOM NOpsia-
Ke 3apeructpuposaHo obopyaoBaHue U Habopbl peareHToB ¢ UCNONb30BAHMEM MUKPOMTAHLIETOB C UHbLIM
KONN4ecTBOM AYeek (CM. NpumMeydaHue K 3.21 HacTosAwero ctaHaapTa), TO OHU Takke MOTyT 6bITb UCMONb-
30BaHbI.

Tunbl MUKPONNAHLLETOB AOMKHBI ObITb YKkasaHbl B MHCTPYKUMAX K Habopam peareHToB.

4.3.2 UpeHTUdUKaLUA MUKPONNAHLLETOB

Mo TpeGosaHWiO Monb3oBaTensl MUKPOMMAHWETbl MOryT 6biTb MAEHTUPUUMPOBaHBLI C MOMOLLbIO
LUTPUX-KoAA, OTHOCALWEroca K onpegeneHHon napTum (noty) Habopa peareHToB. [Npy HANMWMUUKU CYMTBHIBATENS
LUTPUX-KoAa A0SHKHa ObITb NPeayCMOTPeHa BO3MOXKHOCTb CHUTBLIBAHUA LUITPUX-koJa noGoro Tuna.

4.4 YcTponucTeo ANS BbIGUBaHMS GyMaXHbIX AUCKOB U3 «CYXUX NsSITeH» ¢ oGpa3LuaMu KpoBU

(aBTOMaTU4eckum Nnpo6oMHUK)

4.4.1 MNpegHa3HayeHHOE NPUMEHeHue

MHCTpyMeHT gonxeH NpeAcTaBnATbL coboi aBToMaTu4eckoe yCTpoNCTBO, NpeaHasHauYeHHoe Ass nocre-
AoBaTenbHOro BbIBUBaHNA U3 «CYXMX NATEH» KPOBU BYMaXKHBIX AUCKOB U NepeMeLLIeHUs UX B JTYHKU (S4eiiku)

7



FOCT P 55992.1—2014

MUKPOTUTPOBASbHBLIX MNaHWeToB. [JUcK uUnbTpoBanbHOM ByMarM ¢ BbICYLUEHHON KpOBbIO, BbIGUTHIN
YCTPOWCTBOM, AOSIKEH NonagaTthb B 3aaHHyto IyHKY B MUKponiaHweTe. Mocne npobueaHuns 3aaaHHoro Konm-
YyecTBa ANCKOB U3 OJHOro TecT-6MnaHKka MpoUCXoAUT aBToMaTudeckoe nepemMellieHne MUKponnaHilleTa Ha
CrieayroLLyo Nosnuuto.

MpumevaHwns

1 Ons npuroToBneHUsi AUCKOB M3 BbICYLWEHHbIX NSTEH KPOBU BO3MOXHO MCMOMNb30BaHUE PyYHOIO YCTPONCTBA.

2 YpoBeHb aBTOMaTM3aLMKN YCTPOWCTBA, NPUMEHSIEMOrO Arsi BbiIOUBaHWS OUCKOB (py4HOE, NnoryaBToMaTu4eckoe,
aBTOMaTMYECKOE) onpeaensieT 3aKa3yuk.

4.4.2 TexHu4yeckue U (pyHKLUUOHANbHbIE XapaKTepUCTUKU

4.4.2.1 OuameTp GymMaxHbIX ANCKOB OMpeAensieTcs 3akas4nkom B COOTBETCTBUM C NPUMEHSEMbIMA Ha-
6opamu peareHTOB 1 NpMbopoM. ABTOMaTUYECKNA NPOBONHNK foMmKeH obecneyvnBaTth BblOMBaHWE ONCKOB N3
6ymaru Tuna Whatman 903 nnv ¢ aHanormyHeiM1 CBOACTBaMM AnamMeTpoMm 3,2 MMm.

MpwnMeyaHue—lpegnodTMTensHO NPUMEHEHUE NPOBUBOYHBIX FONOBOK ¢ AguameTpom 3,2 mm. [lormkHa ObITb

npeaycMoTpeHa BO3MOXHOCTb CMeHbl NPOBOMHUKOB 1 peanusauum MeToAUK C UCNONb3oBaHUEM AUCKOB aAnameTpom 4,8 n
6 MM.

4.4.2.2 [nsa 3aliMTbl OT MEXaHUYECKUX onacHocTen ob6a3aTensHo Hanuyne 3alMTHOTO Ko3blpbka.

4.4.3 KonuyecTBo NpoGUBOYHBLIX FONIOBOK

He meHee aByx.

4.4.4 Tunbl U KONTUYECTBO MUKPOMIAHLLIETOB, O4HOBPEMEHHO 3aMoMHAeMbIX AUCKaMU

CtaHgapTHble MUKpoMaHWeThl Ha 96 aueek pasHoro Tuna. TpeboBaHWst K KONMMYECTBY 3anofiHAEMbIX
O[HOBPEMEHHO MUKPOMNAHLLETOB He NpeAbsBNsAOTCS.

4.4.5 MNpobuBka AUCKOB B AYENKY

4.4.5.1 Cnocob npobuekn gucka

MpobuBka AMCKOB OOMKHA OCYLLECTBAATLCS OT PYYHOrO UMM HOXHOMO HaXaTusl MyCKOBOro MexaHu3ma.

4.4.5.2 HanpasneHve npobuski AUCKOB

B cooTBeTCTBMN C 3anporpaMMMpOBaHHBLIM NPOTOKOMIOM, pacrnpeaeneHvemM n naeHtudukaumen obpas-
LLOB B NnaHLieTe.

4.4.5.3 Konn4yecTBo ANCKOB B siueike

KonunuyecTBo AnckoB, NnpobuBaeMbIxX B SUENKY, AOMKHO ObiTh 3anporpaMmmMmMpoBaHo B 3aBUCUMOCTN OT KO-
NMYECTBa, YKa3aHHOro B MHCTPYKLUN K HaBopy peareHToB.

4.4.6 KoHTponb npobuBku gucka

JormxeH ObITb NPeAyCMOTPEH KOHTPOSb NaAeHnst AUcKa B S4YElKy, BOSMOXHOCTb MOBTOPHOW aBToMaTu-
yeckol NpobuBKM gucka, ecnv NageHne aucka He 3apernctpupoBaHo. Ecnv nageHne gucka He B A4elKy He 3a-
perucTpupoBaHo BTOpUYHO, paboTa gommkHa bbiTb NpepBaHa 1 A0MMKHO NosABUTLCSA cooblleHne 06 owmndke.

4.4.7 OcBelleHue

MecTo npobuBKM ANCKOB ACMKHO ObITb OCBELLEHO.

4.4.8 PexxuMmbl paboTbl

JomkHbl BbITb BOSMOXHbI pEXUMbI paboTbl:

- NoKanbHbIA;

- peX1UMbI paboThbl C BHELLHUM YrpaBieHneM.

4.4.9 BHelwHKe coeguHeHUunA

Pazbem ansa nogcoeamMHeHUs K KOMNbIOTEPY, pa3bembl 4715 CHUTBIBAHUSA LUTPUX-KOAO0B 1 BHELUHEN KNna-
BMAaTypbl.

4.4.10 Mukponpoueccop

YCTPOMUCTBO AOIPKHO YNPaBnsThCs BCTPOEHHbIM MUKPOMPOLECCOPOM.

4.4.11 YnpaBneHue U UHAUKaLUA

YnpaBsreHue OOMMKHO OCYLLECTBIATLCA C MOMOLLL0 (DYHKLUMOHAMbHBIX KNaBuw 45151 BblOopa pexumos,
YHKLNA, NPOrpaMMMUpOBaHUSA MPOTOKOMOB, yNpaBreHUs MexaHuaMmamu, UHOUKaUUA napameTpoB AOSBKHA
OCYLLECTBMATLCA Ha AUCnree ¢ NOACBETKON.

JonyckaeTtca u Apyras KOMNOHOBKa ynpaBneHus!.

4.4.12 ABTOomMaTuyeckasa guarHoCTUKa Bcex cMcTem npubopa

JomkHa bblTb NpegycMoTpeHa aBToMaTuyeckasi AnarHocTuka BCeEX CUCTEM YCTPOUCTBa.

4.4.13 laGaputbl

HacTonbHbI npnbop.
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4.4.14 BcnomoraTternbHble YCTPOUCTBa

CunTbiBaTenNb WTPUX-KOAaA — 060pyaoBaHWe, NocTaBnsiemMoe 0TAeNbHO. [oMmKHO NO3BONATL CUATLIBATL
LUTPUX-KoA, Ntoboro TMna ¢ TecT-6aHKoB M MUKPONNaHLWETOB AN AanbHellen nepedayn Yepes nocrnegosa-
TenbHbIA UHTepdeiic.

CunTbiBaTenb WTPUX-KOAA B KOMMEKTe (CUUTbIBaTENb WTPUX-KoAa ¢ kabenem, knasunaTypa c agante-
poM, kabenb Ans nogcoeanHeHws npnbopa K KOMNbTEPY, NporpaMmmHoe obecnedeHne ana paboTbl ¢ Npo-
rpammon nsrotoBuTens).

4.5 YcTpoWcTBO ANA NPOMbIBKU U yAaneHUs 6yMaxkHbIX AUCKOB ¢ 06pa3LaMu KpoBUu

4.5.1 MNpegHa3HavyeHHOEe NPUMEHeHue

YCTPONCTBO AOMKHO ObITh NPpeAHasHayYeHo N3roToB1TeNeM Ans aBToMaTUYeCcKoro yaaneHns 6ymMmaxHbix
ANCKOB C aHanUTUYECKUMUN MOPLMAMU KanunnsapHON KPOBM, BEIBUTBIX U3 «CyXWX MSATEH» KPOBU Ha UnbTpo-
BanbHoM bymare, U3 siueek MIUKPOMNaHLLETOB UM CTPUMOB NOCIe NPoBeAEeHNs NpoLeaypbl 3KCTPaKLMU aHanu-
TOB W A51S1 aBTOMaTUYECKOro MPOMbIBAHWUS SUeeK NaHWeToB 1 CTPUMOB.

MpumeyaHue— YCTPONCTBO KOMBVMHMPOBaHHOE, coveTaeT B cebe 1 YyCTPOMCTBO ANs yAaneHusi ANCKOB, Bbi-
BUTBIX U3 «CYXMX NATEHY» KPOBM MOCIE SKCTPaKLUW aHanmToB, ¥ NPOMbIBOYHOE YCTPOWMCTBO.

4.5.2 TexHudeckue u pyHKLUOHAINBbHbIE XapaKTepuUCcTUKU

4.5.2.1 [Ona 3awuTbl OT MEXaHUYECKUX OMacHoCTel 06a3aTenbHO HanM4ne 3almUTHOrO 3KkpaHa oT a3po-
30011,

4.5.2.2 YcTponcTBO, NpegHa3HadeHHoe Ans yaaneHus 6yMaXHbIX AUCKOB M MPOMBIBKW MUKpOTIIaHLLIe-
TOB, AOIMKHO UMETb 2 MPOMBIBOYHBIX CMEHHBIX FOMTOBKM: Ha 8 u/vnu 12 kaHanos.

4.5.2.3 [Ona yganeHus ByMaxHbIX AMCKOB gnameTpom 3,2 MM AorpkHa ObiTb NpegycMmoTpeHa paboTa ¢
BHELUHUM UCTOYHUKOM BaKyyMma.

4.5.2.4 [omkHa 6bITb NpeaycMOoTpeHa eMKOCTb AAnsl OTXOAOB.

4.5.2.5 [lomkHa ObITb NpeaycMOTpeHa eMKOCTb A1 A8 UOHU3NPOBaHHOW UMW ANCTUITIMPOBAHHOW BOAbI.

4.5.2.6 JomkHa 6bITb NpeAycMOTPeHa eMKOCTb sl NPOMbIBAIOLLEN JKUOKOCTU.

4.5.3 ®yHKUMOHaNbHbIe XapaKTepUCTUKU U 0CO6eHHOCTU NporpaMMHoro o6ecneyeHus

4.5.3.1 KonnyecTso NpOTOKONOB — BO3MOXHOCTbL NMporpammupoBaHns He MeHee 100 npoTokonos. Kax-
AblA NPOTOKON 3aNOMUHAETCA NOA CBOMM UMEHEM CO CBOUMU KOMBUHALMAMU METOANK, UX NOBTOPaMM, Bpeme-
Hem oTcoca XuakocTu. TpeboBaHne onpeaensaeTca 3akasvnkom.

4.5.3.2 MeTtogukn. MUHUManbHO 6 NPOCTLIX METOAUK: MOMKa, OTCOC, 3anonHeHUe NyHOK, MoWka AHa
MAYHKW, OTCOC Yy AHA NMYHKW, BCTPAXUBaHNE.

UeTblpe ABOWMHBLIX METOAWUKU: MOWKa + OTCOC, MOMKa + OTCOC Yy AHa, MOWKa AHa NyHKU + oTCOoC, MOW-
Ka + oTcoc y gHa.

4.5.3.3 JomkHa ObITb NpeaycMoTpeHa BO3MOXHOCTb NMPOrpaMMUPOBaHNA BpeMeHN oTMaunBaHus ans
cTpuna v Anst MUKponnaHiwieTa.

4.5.3.4 MosTopbl. [lofmkHa ObITb NPeaycMOTPeHa BO3MOXHOCTb NPOrpaMMUpOBaHUs NMOBTOPOB KaXKAOM
METOOUKM.

4.5.3.5 MeTtoq npombiBkY. [lormkeH 6b1Tb NpeayCMOTPEH MeTOA NPOMBIBKU CTPUMNOB U MUKPOMNAHLLETOB.

4.5.3.6 Mponyck ctpunoB. CneayeT nNpeaycMoTpeTb BO3MOXHOCTb MNMpoMnycka CTPUNOB (AoShKHA ObITb
npegycMoTpeHa BO3MOXHOCTb NPOrpaMmmMnpoBaHns).

4.5.3.7 BO3MOXHOCTb MpOrpaMMupoBaHnUA reoMeTpudeckux napameTpoB MukKponnaHweta. [JorkHa
ObITb MpeaycMoTpeHa BO3MOXHOCTb NPOrpaMMMpPOBaHUA NapameTpoB MUKpOMMaHwWeTa, UCMosib3oBaHUe
MAOCKOAOHHBIX MMAaHLIEeTOB U NMAHWETOB € KPYribiM AHOM.

4.5.3.8 JomkHa 6bITb NPeaycMoTpeHa BO3MOXHOCTb NporpaMmmMpoBaHust obbema A03UpoBaHusi Npo-
MbIBaIOLLEN XUAKOCTU Ha SIYEKY B 3aBUCUMOCTU OT aHaNMUTUYECKON TEXHOOMMU.

4.5.3.9 YnpaBneHue A0MKHO OCYLUECTBATLCA C NOMOLLbIO (DYHKLMOHAIbHBIX Knasuw Ans Beibopa pe-
XNMOB, (PYHKUMA, NpPOrpamMMUpPOBaHUS NPOTOKOMOB, YMNpaBIieHUs MeXaHUsMamu, WHAUMKauMs napamet-
POB — Ha Aucrnee ¢ NoAcBETKON.

HonyckaeTcst u Apyrasi KOMNOHOBKA yNpaBfeHns.

4.5.4 Ouuctka un gesuHdepekuua

JomkHa 6bITb NpedycMoTpeHa o4UCTKa U Ae3MHEKLMA MOIOLLMX rOSIOBOK U Ae3nHbeKuns ycTpoucTea
Ae3nHpUUMPYIOLWMM pacTBOPOM, He cogepXallumMm oT6enMearowmx CpeacTs.

4.5.5 UcTOYHUK Bakyyma

Bakyym 650—700 mb6ap.
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4.5.6 MNabaputhbl
HacTtonbHoe ycTponcTBo.

4.6 YcTponCTBO ANS NPOMbIBKM MUKPONNaHLLeToOB

4.6.1 lNpeaHa3HavyeHHOe NpUMeHeHUe

YCTpOUCTBO ANA NPOMBIBKA MUKPOMIaHLLETOB NMpeaHasHavYeHo Ans aBTOMaTUYECKON NMPOMbIBKA MUKPO-
NMaHLLETOB U OTAENbHLIX PAAOB AYeeK — CTpUNoB. [lomkHo 6bITb cHaBXeHO BceMun HeOBXOAUMBIMUA KOMMO-
HeHTaMu (Hacocamu, cucTeMon TPybok M eMKocTel) AnA NpoBeaeHUA npoueaypbl NpombiBku. B cocTtas
YCTPOWCTBA BXOAAT EMKOCTUN ANA NPOMBIBOYHOIO pacTsopa, AUCTUNNNPOBaHHOW BOAbI (45151 NPOMBIBKUA CUCTe-
Mbl) U CNBa OTXOAOB. YNpasfeHne YCTPONCTBOM [AOIDKHO OCYLIECTBAATLCA NPY NOMOLUM (PYHKLMOHAMBbHBIX
kHonok u aucnnest. Mpoueaypa NPOMbIBKM A0IDKHA NPOBOAUTLCA B COOTBETCTBUM € BEIGOPOM Nporpammbl Npo-
MbIBKW, CO31aHHOW NONb3oBaTeNeM Ui U3rotoBuUTenemM Habopa peareHTOB B COOTBETCTBUM C MpoLieaypon
aHanUTUYeCcKon TEXHONOMN, U3NOXEHHOWN B MHCTPYKLMM K COOTBETCTBYIOLWEMY Habopy peareHToB. B cnyyae
€CIn YCTPOMCTBO He UCMONb3yeTcA B TedeHue onpeaeneHHoro sBpemexu (10 MUH), aBToMaTU4ecKky BKITIOYaeT-
€Sl NPOMbIBKA CUCTEMbI AUCTUMNNPOBaAHHOW BOAOW BO U3bexaHne Kpuctannusauum conen, cogepxalmxcs B
NPOMbLIBOYHOM pacTBoOpe.

MprvmeyaHune—YCTpOWCTBO MNpUMEHsIETC B Cly4Yae, KOIAa WCNONb3YlTCA OTAEeNbHble CUCTEMbI
(ycTpovicTBa, npucnocobnenns) ans yaaneHusi 6yMaxHbIX AUCKOB.

4.6.2 TexHU4eckue U (pyHKLUOHaNbHBbIE XapaKTepUCTUKMN

4.6.2.1 [omkHbl 6bITb COGN0AEHBI TEXHUYECKUE TpeboBaHUA Mo 3alUmnTe 0T MeXaHUYECKUX OMAaCHOCTEN.
Obsi13aTenbHO HanU4Me 3alUTHOrO KO3bipbKa.

4.6.2.2 YCTpPOUCTBO ACSMKHO UMETb 2 NPOMBIBOYHBIX rOSIOBKK: Ha 8 1 12 kaHanos..

4.6.2.3 JomkHa 6bITb NpegycmoTpeHa paboTa ¢ BHELUHUM UCTOYHUKOM BakyyMma.

4.6.2.4 JonxHa 6bITb NpeaycMOTPeHa eMKOCTb A5sl OTXOA0B.

4.6.2.5 JomxHa BbITb NpegycMOTpeHa eMKOCTb A1 AeUOHU3NPOBAHHOW UMW ANCTUINIMPOBAHHOMN BOABI.

4.6.2.6 JomxHa 6bITb NpeaycMoTpeHa eMKOCTb AMsl IPOMbIBAIOLLEN XXUOKOCTY.

4.6.2.7 YnpasrneHue yCTPOWUCTBOM AOIMKHO OCYLLECTBMAATHCH € NMOMOLBIO (DYHKLMOHAmNbLHBIX KNasBull
Ons Bblbopa pexMMoB, (yHKLMIA, NPOrpaMMMUPOBaHUA NPOTOKOSIOB, YNPaBeHNA MexaHu3Mamu, UHaukaums
napaMeTpoB — Ha Aucrnnee ¢ NoACBETKON.

[onyckaeTca 1 gpyras KOMNOHOBKa yripaBfeHNs.

4.6.3 DYHKUMOHaNbHbIe XapaKTepUCTUKN U 0cOBeHHOCTU NporpaMmMHoro o6ecneyeHust

4.6.3.1 MpombIBKa MUKPOMMAHLLETOB AOMMKHA OCYLUECTBAATLCA LMKNaMU 1 NPOU3BOAUTLCA B COOTBE-
TCTBUW C M3OpaHHBLIM MPOTOKOSIOM, NpeAcTaBnALWNM coboin Habop onepauwmii, obecneumBaroLLMX COrnaco-
BaHHOE nepemeLlleHne MOIOLIEeN TFOMoBKA U KapeTKu ¢ MukponnaHwetom. [na SToro AOMKHbI OblTb
3anporpaMM1MpoBaHbl NapaMeTpbl, CBA3aHHbIE C onpeaeneHHbIM aHannsom, U Habop napameTpoB, onpeaens-
€MbIX TUMOM MUKpONaHLeTa.

4.6.3.2 JormkHbl BLINOAHATLCA cneaytowme LKl (MeToAnKn):

LWecTb npocTennx MeToaunk: oTcackiBaHue, 3anonHeHue, NpoMbliBKa, NPOMbIBKa AHA AYElKNU, oTcachbl-
BaHWe gHa s4elikn, BCTpsIXUBaHue,

YUeTblpe ABOWHbLIX METOAUKA: MOWKa + OTCOC, MOWKa + OTCOC Yy AHa, MOMKa AHa NYHKM + OTCOC, MOW-
Ka + oTcoc y AHa.

4.6.3.3 Konuuectso umknos: oT 1 4o 10 B 3aBUCMMOCTY OT TpeboBaHU B UHCTPYKLMKN K HAaOOPY peareHToB.

4.6.3.4 KonuyecTBo NPOTOKOSIOB — BO3MOXHOCTb NporpaMmmnpoBaHna He meHee 100 nNpoTOKOSOB.
Kaxxablii NpoToKoN A0HKEH 3aNOMUHATLCS Mo CBOUM MMEHEM CO CBOMMU KOMBUHaLMAMU METOAMK, UX MOBTO-
pamu, BpeMeHeM oTcoca.

4.6.3.5 lMporpammupyeTcsi Bpems 0TMauMBaHUA AnA cTpuna u Ana MukponnaHwera.

4.6.3.6 MoBTopbl. Kaxabin meToq MOXeT GbITb MOBTOPEH HECKONBLKO pas.

4.6.3.7 Mponyck cTpunos. CrnegyeT nNpedycMoTpeTb BO3MOXHOCTb Nponycka CTPUMoB (JospkHa 6biTb
BO3MOXHOCTb 3anporpaMMmMpoBaTh NPOMyLLEeHHbIE CTPUMbI).

4.6.3.8 BO3MOXHOCTb NPOrpaMMUPOBaHNS reoMeTpU4EeCcKUX napameTpos MUKponnaHweTa.

LomnxkHa BbITb NpegycMoTpeHa BO3MOXHOCTb MPOrpaMMUpPOBaHUA NapameTpoB MukponnaHwera. MNpo-
MBIBOYHOE YCTPOWCTBO AOMMKHO MO3BONSATH NPOBOAUTL NPOMBIBKY MUKPOMAHLLETOB Ha 96 Aveek Kak B pexume
Ha 8 sideek (KOMOHKM), Tak 1 Ans psipaos Ha 12 svyeek — B 3aBUCUMOCTU OT YCTaHOBMNEHHOW MPOMBIBOYHON
rOMoBKM.
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4.6.3.9 [omkHa OblTb NpeaycMOTpeHa BO3MOXHOCTb NMPOrpamMMMpoBaHns o6bema A03MpPOoBaHNa Npo-
MbIBaOLLEe XXUAKOCTA Ha AYElKy.

4.6.4 OuucTtka u geamHcbekumna

JornxHa 6blTb NpegycMoTpeHa ounNCTKa U Ae3UHMDEKLINS MOIOLLIMX FOMOBOK U Ae3nHMbEKLMS yCTPONCTBa
Ae3nHpULMPYIOWUM pacTBOPOM, He codepKallum oT6enMBsarowmx cpeacTs.

4.6.5 MNaGaputbl

HacTonbHoe ycTponcTBO.

4.7 BeTpsAxuBaTenb ANsl MUKPOMNMAHLLETOB

4.7.1 MpepHasHavyeHHOEe NPUMEHeHue

YCTPOICTBO NpedHasHavYeHo Ans aBTOMaTUYeCKOro BCTPSIXMBaHMSA COAEPXMMOro MUKPOMIaHLLETOB No-
cne go6aBneHust AMCKOB U peareHToB B S4EKM NNaHLWEeTOB NPY BbINONHEHUM psia STarnoB aHanmsa B «CyXux
MATHaX» KPOBM B COOTBETCTBUM C 3anporpamMMupoBaHHbIMK MapaMeTpaMi BCTPAXUBaHWSA, CBA3AHHLIMUA C
onpefeneHHbIM aHanMaoM, ykasaHHbIM B MHCTPYKLMK K HaBopy peareHToB.

MpumedaHue— Bo3aMOXHO CMONb3OBaHNE BCTPAXMBATENSA (LWelkepa) u TepmocTaTa (MHKybaTopa) B cocTa-
BE CMCTeMbl AN ProopecLeHTHOro U MMYHODMIOOPECLEHTHOrO aHanuaa in vitro B Buae AByX OTAeNbHbIX YCTPOWCTB Unu
ob6beavHeHHbIX B 04HOM ycTpoiicTBe. O6s3aTenbHO pasmelleHme BCTPAXMBaTENs Ha 0TAeNbHOM BUBPOYCTOWUMBOM nabo-
paTopHOM CTOMe C NIOCKON HECKOMNb3KOW NOBEPXHOCTHIO.

4.7.2 TexHu4eckue U byHKLMOHANBbHbIE XapakTepUCcTUKU
4.7.2.1 OomkHbl 6bITb cobntogeHbl TeXxHUYeckne TpeboBaHWs No 3aLMTe 0T MeXaHUYECKNUX ONacHOCTe.
HomxkHa BbITb NpegycMOTPeHa 3alyMTa oT aspo3oris B BUAe Npo3payHon KpbILKK.

Mpumep — Kpbiwka ObIM4amozo yeema u3 niaexkcuaaaca.

4.7.3 PYHKUMOHaNbHbIE XapakTepUCTUKM M 0COBEHHOCTU NporpaMmMHoro o6ecneyeHus

4.7.3.1 Mnatcopma Ans pasmeLleHns NMaHWeToB ANA BCTpAXuBaHUA. Pa3mepbl BCTpsXUBaloLLEN
nnatgopMbl ANsi pasMeLleHUst NaHLETOB AN BCTPSXMBAHUA AOMKHbI ObiTb He Gonee 220 MM x 220 MMm.
MnaTtdopma JOMKHa MO3BOMATL YCTaHaBMUBaTb HE MeHee YeTbipex nnaHweToB. Ha nnatdopmy aomkeH
yCTaHaBnMBaTbCs NErko CHUMaeMbIi Pe3MHOBBIN KOBPUK UK ero akeuBaneHT, obecnevunsatowmii 6e3yaapHoe
conpsikeHue nnatdgopmbl U MMaHLLETOB.

4.7.3.2 KonnyecTBo 0AHOBPEMEHHO BCTPAXMBAEMbIX MUKPOMNAHLLIETOB

HomxkHa 6bITb obecneyeHa BO3MOXKHOCTb BCTPAXUBAHUA He MeHee YeTbipex 96-NMyHOUHbIX MUKPONaH-
LIETOB OAHOBPEMEHHO.

4.7.3.3 PeXvmbl BCTPSIXMBaHUS

BuAabl BCTpsIXUBaHUSA: NUHeHoe, opbuTansHoe. flomkHa 6biTh obecneyeHa ycTaHOBKa U perynmpoBaHune
4acToThbl BCTPSIXMBaHUSI — OT MeAfeHHOM A0 BbICTPo — B COOTBETCTBUM C YKasaHHOW B HaBopax peareHToB.
YacToTa BcTpsixuaHust oT 100 go 1500 BcTpaxusaHun B MUHYTY. [lorpkHa 6bITb 0becneyeHa BO3MOXHOCTb
MeaneHHoro, BbICTPOro 1 perynupyemMoro BCTPAXUBaHUA.

4.7.4 Ta6apuTthbl

HacTtonbHoe ycTpoiCcTBO, KOMNAKTHLIN An3aiH. Pa3mepbl yCTpOUCTBa OOIMKHBI 0becnevmBaTh BO3MOX-
HOCTb PaboThbl B BbITSPKHBIX LWKadax 1 HKyGaTopax.

4.8 YcTpoMCcTBO ANsi BHECEHUA YCUNUBaloLWero pacTBopa B NNaHweTbl (aucneHcep)

4.8.1 MNpepHasHaueHHOe NpUMEHeHUe u3genun

OucneHcep npegHasHaveH Ans aBToMaTU4ecKoro 403MpoBaHUA PacTBOPOB, B NEPBYIO oYepeab, PacTBo-
pa, ycunueatoLiero cnioopecueHLmo XxenaTos NaHTaHnaoe, U 6ycdepHoro pacteopa. AucneHcep 3anonHaeT
0fHY NYHKY, NOTOM aBTOMAaTUYeCKU NepemMeLliaeT nNiaHWeT B creayoLlyo nosuuuio. Mo okoHYaHun packansol-
BaHUA AMUCNeHcep nepemellaeT MaHIeT B UCXOAHYH0 NO3ULMIO.

Mpumeuanusn

1 [Ans ao3vpoBaHus (NMNETUPOBaHUS) yCUNUBAIOLWENO PACcTBOPA UMW PacTBoOpa C METKOW BbIAENSIETCA OTAENbHbIN
AvcneHcep ANs NCKINIOYEHUA KOHTaMUHALMK.

2 AnbTepHaTMBHO ANA NMNETUPOBAHUS YCUNMBAIOWEro PpacTBoOpa, pacTBopa C METKOW, pacTBopa aHTUTEN MOoryT
ObITb UCNONB3OBaHbI OTAENbHBIE CTENNEpPbl — MONyaBTOMaTUYECKUE SNEKTPOHHBIE NMNETKN ANS CEPUNHOrO NMNETUPOBA-
HUS Pa3oBbIX 403 B KOMIIEKTE C Hacagkamu Ha 5 Mn, WTatMeamn U 0GopyaoBaHEM AN NOAKNIOUEHNS.

4.8.2 ®yHKUMOHaNbHbIE XapaKTepucTUKn
4.8.2.1 CkopocTb packanbiBaHust — He 6onee 3 MyMH 20 ¢ Ha oAuH NNaHWweT Ha 96 ayeek Npu oGbeme
nuneTuposaHua 200 mMkn.
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4.8.2.2 MNpu paboTe gucneHcepa B KOMOBUHALMK C ele OAHUM OTAEMbHLIM AUCNEHCePOM, ynpaBnse-
MbIM OT YKa3aHHoro B M. 4.8.1, gorkHa 6bITb NpegycMoTpeHa ycTaHoBKa 06 beMOB A03MPOBaHMA (packarnbiBa-
Hus): 50, 100, 200 mkn gnst 6ycpepa unu pactBopa ¢ METKON.

4.8.2.3 lMNMpeumsmoHHOCTb

MpomexyTouHasi NpeLyu3noHHOCTb, BbipaXkeHHas B koadhduumeHTe Bapuaunm, 4omkHa bbiTb He bonee
3 % pna obbema 200 mkn.

4.8.3 Nabaputbl

HacronbHoe ycTpoicTBO.

4.9 TepmocTaT (MHKy6aTop) AN MUKpPONNaHLIETOB

MpwnmeyaHune— YCTPOWCTBO 3aKynaeTcsi B 3aBUCUMOCTU OT UCNONb3yeMbIX HAGOPOB peareHToB U 3anpocoB
notpeburensi.

4.9.1 lNpeaHa3zHavyeHHOEe NPUMEHeHUe

YCTpOWCTBO NMpeaHasHayYeHo Ans aBToMaTU4ecKkoro nogaepxaHusa TemnepaTtypbl, TepMocTaTupoBaHus
COAEeP>XXMMOro MUKPONMaHLIEeToB nocre AobasneHus AUCKOB U peareHToB B iYeKN NNaHWeTOB NpU BbIMOJIHE-
HWUX psifa 3TaroB B «CYXMX NATHaX» KPOBU B COOTBETCTBUM € 3anNporpaMmMmnpoBaHHbIMU NapaMeTpamMu, CBsI3aH-
HbIMW € orfpeaesieHHbIM aHanM3oM, ykasaHHbIMA B UHCTPYKLUMK K Habopy peareHToB.

MpumeuaHwnsna

1 [onyckaeTcsi ucnonb3oBaHue BCTpsixXMBaTens (Wwelkepa) n Tepmocrtarta (MHkybaTopa) B coctaBe cucTeMbl Ans
nioopecLeHTHOro MM UMMyHoOIICOPECLEHTHOrO aHanuaa in vitro 8 BUAe AByX OTAENbHbIX YCTPOWUCTB Unn 06beanHeH-
HbIX B OAQHOM ycTpoWcTBe. B nocnegHem cnyyae npu Heo6xoanMOCTM COBMELLAIOTCA ABE NPOUEAypbl: BCTPSXUBAHNE U
TepMocTaTMpoBaHue.

2 Ob6s3aTencHO pa3mellieHne BCTpsiXxuBaTensi (BCTPSIXMBATENs ¢ MHKY6aTopoMm) Ha oTAENbHOM BUOPOYCTOMUMBOM
nabopaTopHOM CTOINe C NIOCKOW HECKOIb3KOW NMOBEPXHOCTbIO.

4.9.2 TexHu4yeckue U hpyHKLUUOHANbHbIE XapaKTepUcTUKu

4.9.2.1 Mnatdopma 4na pasMmeLLeHNUs NaHWeToB Ansa MHKybauun

Mnatdopma ansa pasmeLleHnst NraHWeToB AoSkHa 6biTb pasmepamu He Gonee 220 x 220 Mm. Mnat-
hopma JOIKHa UMETb HECKOSIb3KYHO, NErko yaansieMylo pe3MHOBYHO MOBEPXHOCTb.

MpnmedaHune—TpebGoBaHne NPUBEAEHO ANS CrydyaeB 3aKyrnku OTAENbHbIX MoAdynew Ansi uHkyGaTtopa n

BCTpsixmBatens. Ecnu o6a ycTpoiicTea coBmelleHbl, To TpebosaHue 4.9.2.1 kacaeTcsi COBMELWEHHOTO YCTPOUCTBA, T. €.
Ans nHky6aTopa, BCTPOEHHOro BO BCTPSXUBATEb.

4.9.2.2 KonnyecTBo 04HOBPEMEHHO NHKYBMPYEMbIX MUKPOMAHLIETOB

OomxkHa BbITb 06ecrneveHa BO3MOXHOCTb MHKYOMPOBaHUS He MeHee YeTbipeX 96-NYHOUHBIX MAKPOMIIaH-
LWeTOB OAHOBPEMEHHO.

4.9.2.3 [Oatuunk Temnepatypbl

B nHky6aTope gormkeH 6biTb YCTaHOBMNEH AaTyMK TeMnepaTypsbl.

4.9.2.4 [nanasoH TeMnepaTtypbl TEPMOCTATMPOBAHUA MUKPOMNAHLIETOR

OT komHaTHOI Ao 60 °C.

4.9.2.5 TouyHocTb NogaepkaHusa TeMnepaTtypsbl Ha NnaTdopme

B cooTBeTCTBUN C TpebOBaHUSIMU, YKkasaHHBEIMU B Habopax peareHToB.

4.9.2.6 Tanmep

TepmocTaT gommkeH BbiTb OCHaLLEH TaiMepoM.

4.9.2.7 Pexumbl paboTbl TarkmMepa

YcTaHoBKa BpeMEHU, NPOCMOTP OCTaBLLErocsl BpeMeHM, 3BYKOBOW curHan.

4.9.2.8 [onxHa 6bITb NpegycMoTpeHa BO3MOXHOCTb NPOrpaMMUpPOBaHUS YCTAHOBKUW BpPeMeHU
Tanmepa.

4.9.2.9 TpeboBaHue Mo 3almUTe OT MEXaHUYEeCKUX ornacHOCTen

[omkHa 6biTe NpeaycMoTpeHa 3alumTa oT Mblv U a3po30neit B BUAE KPbILLKK.

Mpumep — Kpbiwka u3 nnekcuanaca ObLIMYamo20 yeema 0 ecmpsixugamesne ¢o0 6CMPOEHHLIM MePMOC-
mamom.

4.9.3 MNabapuThbl

HacTonbHoe YCTPONCTBO, KOMMaKTHLIA AW3aliH.

Pasmepbl ycTponcTBa AOMKHEI 0becnevnBaTb BOIMOXHOCTb paboThl B BBITSKHBIX LKadaxX U UHKY-
6aTopax.
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4.10 Habop oaHOKaHanbHbIX NOMyaBTOMaTU4YeCKUX MUKPOA03aTOPOB ¢ (PMKCUPOBAHHLIMU UNKU
U3MeHsieMbIMU 06 beMaMK [03MpPOBaHUA (MKIT) B KOMNEKTe ¢ HAKOHEYHUMKaMU U WTaTUBaMK1
4.10.1 OaHoKaHanNbHbLIW NONyaBTOMaTU4YeCKUA MMKpoAo3aTop

O6bem gosuposanus: 0,5—10 M.

4.10.2 OaHoKaHanbHbIA NoNyaBTOMaTU4eCKUA MUKpPOJO3aTop

O6bem gosuposanHua: 10—100 mkon.

4.10.3 OgHoKaHanbHbINA NoNyaBTOMaTU4eCKUA MUKpPOJo3aTop

O6wem gosuposaHmsa: 100—1000 mkn.

4.10.4 OgHoKaHanbHbINA NoNyaBTOMaTU4eCKUA MUKpPOJO3aTop

O6bem gosnposarusi: 1000—5000 mkn.

MpumedyaHune— TpeboeaHus k nosmumsam 4.10.1—4.10.4 onpegensioTcsa 3akazyumkom. [osuuum 3akynatoTcst
OTAENbHLIMMU NOTAMMU.

4.11 Habop MHorokaHanbHbIX MUKPOJ03aTOPOB C U3MeHsIeMbIM 06 beMOM 403UPOBaHUsA
B KOMMJIEKTe ¢ HAKOHEYHUKaMU U LUTaTUBaMun
4.11.1 BocbMUKaHanbHbIA MUKPOAO3ATOP
OnanasoHsl gosnposarusa: 30—300 mxkn.

4.11.2 BocbMUKaHanbHbIA MUKPOAO3aTOpP
[unanasoHbl o3npoBaHusa: 5—50 Mkn.

4.11.3 BocbMUKaHanbHbIA MUKPOAO3aTOpP
OunanasoHsbl gosnposaHusi: 100—1200 mkr.

4.11.4 [ BeHaguaTMKaHanbHbIA MUKpPOAO3aTOP
OunanasoHsbl gosnposaHusi: 30—300 mkn.

4.11.5 [IBeHapuaTuKaHanbHbIA MUKPOZO3aTOP
OnanasoHbl gosnpoBaHus: 5—50 mkrn.

4.11.6 [IBeHapuaTMKaHanbHbLIA MUKPOZO3aTOP
AnanasoHbl gosnposaHus: 1—10 mkn; 10—100 mkn.

MpumedyaHue— TpeboBanusa k noavumsam 4.11.1—4.11.6 onpeaensiotcsa 3akazqmkoM. Moavumm 3akynaiotcs
oTAeNbHbIMU NIOTaMM.

4.12 KoMmnnekT Ao3aTopoB (AUCNEHCEepoB) C HacagKaMu C MakCUMarnbHbIM 06 beMoM 5 mn

M WwTaTuBaMu ANA YCTaHOBKU A03aTOPOB (AUCNEeHCcepoB) C HacagKon

MpegHasHaveHbl ANA TOYHOro Ao3upoBaHus obbemos 50, 100, 200 MK aHTUCLIBOPOTKN MEYEHHOW eB-
ponuem, pacTteopa, ycunueatowero nioopecLeHLuIo, B A4eiKn NNaHLWETOB U CTPUMOB NPU BbINOMHEHUN UM-
MyHodprloopecueHTHOro aHanusa. Kaxaaa Hacagika Ha 5 Mn npegHa3Ha4veHa TOMbKO AN1s OOHOI0 U TOTO Xe
pacTBopa AnA UCKNHYEHNA KOHTaMUHaLUW.

Mpwumeyanune— Tpeboranua k nosnunmn 4.12 onpegennioTcs 3akas4nkom. [o3nummn 3akynarotcs otTaenbHbIMU
notamu.
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