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CMUCOK COKPALLEHUA N OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YKTCA cnegyroumne CoKkpaweHna mn 0603HaueHuns:

CMA - CMUHaNbHas MbllWeYyHas atpodus

KREC - OT aHrn. kappa-deleting recombination excision circle -
pekoMbMHaLUMOHHOE KONbLO Kanna-AeneUumMoHHOro aeMeHTa

MLPA - OT aHrn. muIti|3Iex ligation-dependent probe amplification - meToa
MYNbTUNJEKCHON amnandurKaumm AMrmpoBaHHbIX 30HA0B

RCF - OT aHrn. relative centrifugal force - oTHoCcUTenbHOE yCcKOpeHune
LeHTpudyrm

SMN1 - OT aHr. survival of motor neuron - «reH BbIXXMBAEMOCTU MOTOPHbIX
HEWPOHOB 1»

SMN2 - OT aHr. survival of motor neuron - «reH BbIX)XMBAaEMOCTU MOTOPHbIX
HENPOHOB 2»

TREC - oT aHrn. T cell receptor (TCR) excision circles — aKCLUM3MOHHOE KONbLO
T-KNeTo4YyHoro peuenTtopa

BK - BHYTPEHHUI KOHTPOJIb

an - AOBEPUTENbHbIN MHTEpBan

OHK - NEe30KCUPUBOHYKIENHOBAsA KNCIOTa

OHKa3bi - Ae3oKcnpuboHykeasbl

mB - nHTepdepupytowme BewecTea

K- - OTpuLUATEeNbHbIA KOHTPObHbI 06pa3sey

K+N°1 - MONOXUTENbHbIA KOHTPONbHLIN o6pasey, N2 1

K+N°2 - NONOXUTENbHbIA KOHTPONbHbIN 06pa3zen N 2

JIKO - NabopaTopHbIN KOHTPOJIbHLIN 0bpa3el

nna - nepBuYHble UMMYHOAEeULNTDI

nnac - NepBUYHbIE UMMYHOAEDULNTHbBIE COCTOSAHUS

Mnup - NosINMepasHas uenHas peakuus

PHKa3bl - puboHykKneassbl

PHC - paCLIJ.l./IpeHHbIl‘/'I HGOHaTaJ'IUbeIl‘/‘I CKPUHUWHI Ha Hasn4yme HacnenCTBEeHHbIX U
BPOXXAEHHbIX 3aboneBaHuni

CrK - CyX0e NSATHO KPOBWU

TKUH - Tshkénas KoMbMHMpoBaHHas UMMYHHasl HEAOCTAaTOYHOCTb

SAOTA - 3TUNeHanaMuHTeTpaaueTar
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BBEOEHUE

MNepBuyHble UMMyHOAeduuuTHble cocTtosHua (MUAC) npeacrasnsawT  cobown
reHeTUYeCKN reTeporeHHy rpynny BPOXAEHHbIX HapyLeHUn UMMyHUTeTa, 60NbLWNHCTBO U3
KOTOPbIX MNPOSABASETCHA B MaJeHYeCTBE U paHHEM AeTCKOM BO3pacTe.

Hanbonee onacHo dopmoin TMNOC gaBnserca TaXeNbin KOMOBUHUPOBAHHBIN
uMMyHoAedMUMT (MAn  Taxénas KOMOUHMpOBaHHAsA HeAOCTAaTOYHOCTb KJIETOYHOro U
rymopasbHoro 3seHa mMmmyHuteTa (TKWH)). TKUH xapaktepusyeTcsa npakTUyecku MNOJSIHbIM
OTCYTCTBMEM 3penbiXx T-NMM@OouMTOB NpU Hanu4mm mnm otcyTcTeum B- n HK-numdbounTos,
NPUBOAWUT K paHHWM, KpainHe TaxenbiM WHDEKUMSM  BUPYCHO-6aKTepuanbHOW M
OMNMNOPTYHUCTUYECKOM NpUpoAbl U B OTCYTCTBME MNATOreHeTU4YecKon Tepanum K CMepTu B
rnepsble ABa roga Xmu3sHu [1].

Jlo HegaBHero BpeMeHmn 6b110 NPaKTUYEeCKN HEBO3MOXHO naeHTUdMUnpoBaTb AeTeln C
nepBuUYHbIMU  UMMYHOAEMDUUMTHBIMU COCTOSHUAMW A0 UX MaHudectaumm. B TedeHue
nocneaHero AecaTuneTus B NpakTUKy 34paBOOXPaHEHMS MHOMMX CTpaH akKTMBHO BHeapseTcs
onpepeneHne yHuBepcasbHbIX MapkepoB T-KNETOYHbIX MMMyHogeduuumtoB - TREC (T-cell
receptor excision circle) u B-knetouHbix wuMMmyHopsedbuumtoB - KREC (kappa-deleting
recombination excision circle) ana CKpuHWHra BPOXAEHHbIX NMAaTOMOMMN MMMYHHOW CUCTEMbI
(ckpuHuHr Ha NMAC (TKWUH)) [2,3]. WUccneposannme TREC m KREC y HOBOpOXAEHHbIX
NPOBOANTCS C WMCMONIb30BAHMEM CYXOro nsTHa KanuNspHOW KpPOBW KapTbl HEOHaTaslbHOro
CKpUHUHra metogom MLP B peanbHOM BpeMeHu [2-7].

TREC n KREC npeactaBnsitoT cob0M BHEXPOMOCOMHbIE KoNbLeBble CTpykTypbl AHK,
obpa3sylolmecsa B npouecce nepecTponku reHos, kogupyrwwmx T- (TCR) u B- (BCR) kneTo4Hble
peuenTopbl TMMMOLUMTOB M CNyXKaT MapKepaMu Nonynsunim HaumeHbIX T- n B-knetok [6,7].
Monekynbl TREC n KREC ctabuibHbl M He penavMumMpyrtoTca BO BPEMS MUTO3a, YTO NO3BOSET
ncnonb3osate TREC B KauecTBe CypporaTHOro Mapkepa HoOpMasnbHOM nponudepaumm
T-numdoumnTos B TMyce, a KREC — B KauecTBe Mapkepa HOpManbHOro passutnsa B-kneTo4yHoro
3BE€Ha MMMYHHOW CUCTEMbI.

BHe 3aBUCKMMOCTK OT reHeTnyeckoro gedekrta HM3kne yposHm TREC n KREC B kpoB#m
HOBOPOXAEHHbIX YyKa3blBalT Ha T- uU/vnuM B-KNETOYHY SUMGONEHU0, 4YTO MO3BOASET
npuMmeHsaTb  onpegeneHne yposHen TREC wn  KREC pgnsa  paHHen  AMarHoCTUKWK
MMMYyHOoZedUUMTHbIX cocTosHui [1,2,3,5-7].

K HacTosiweMy BpeMeHU gokasaHa a3 dekTMBHOCTb aHanunsa TREC ans sepudunkaummn
TSAXKENOro KoOMbmHupoBaHHOro wuMMyHogedwuumta [1,5,6], KOMOBUHMPOBAHHLIX MMMYHHbIX
HapyweHnin 6e3 uaeHTUPUUMpPYyeMoOn MONEKYNApHOW npuuuHbl [3], CUHAPOManbHbIX
UMMYyHOAeMdDULUTHBIX COCTOoAHMI [3]. YcTaHoBneHa addekTMBHOCTL onpeaeneHns KREC ans
AVAarHoCTUKM BPOXAEHHbIX araMMarnobynnmHeMmn n apyrmx B-kneTouHbix pacctponcts [5,7].

MpokcuManbHas cnuHanbHas MblwedHas atpodua 59 (CMA) - 310 Taxenoe
ayTOCOMHO-peLeccuBHoe HEPBHO-MbILLEYHOE 3abonesaHue, XapakTrepuayloLieecs
NporpeccuMpyommMm CUMNTOMaMM BSNOro napannya M MbllLEYHOW aTpoduu BCeacCTBue

aAereHepauunm CI-MOTOHGVIpOHOB nepeiHMx poros CruMHHOro Mosra. Passutue I'IpOKCVIMaJ'IbH0ﬁ



HeoCkpuH SMA/TREC/KREC | UHCTPYKLMA NO NnpUMeHeHuIo | 661-3 ot 22 anpens 2024 7 nH K-TEXHONOrua

CNMHANbHOM MbllwedyHon aTpodum 5g obycnosneHo MyTauusMmn B reHe SMN1, koampytowem
6enoK BbDKMBAEMOCTM MOTOHelpoHoB. eH SMN1 kapTMpoBaH Ha XpoMocoMe 5 B nokyce
5q12.2-q13.3 u nmeetT ueHTpoMepHyto konuto (SMN2). Oba reHa COCTOST U3 AEBATU 3K30HOB
M pasnnyalrTcs NATbio HykeoTuaamMu B nocnegosatenbHoctu AHK. Bcneacreue pasnuunii B
HYKI1eoTMAHON nocnenoBaTeNlbHOCTM  OCHOBHOM  TpaHCKpUNT reHa SMN2 saBngetcs
(dYHKUNOHANbHO HENOMHOLEHHbIM [8,9].

MoTepsa 3k30HOB 7 unn 7-8 reHa SMN1 (no TMNy UCTUHOM Aeneunn Uian KOHBEpPCUn)
B FOMO3MIrOTHOM COCTOSIHMW siBNsieTca Hanbonee yacton npuyumHon CMA 5q [8,9,10].

CMA BXOAMT B YMC/IO YacTbiX HacneacTBeHHbIX 3abonesaHuin. ObwenonynsunoHHas
pacrnpoCTpPaHEHHOCTb MPOKCUMasbHOW CMUWUHANbHOW MbIWEYHOM aTpodum coctaBnseT 1 Ha
6000 - 10000 HoBOpOXAEHHbIX [9,11].

Ona awarHoctmkn CMA  uncnonb3yeTcsd KOMMNAeKC MeToaoB obcnepgoBaHus,
BKJIHOYAOLMNA reHeanormM4yeckumn aHanus, HEBPONOrNYecKnii ocMoTp,
aneKkTpoHenpomuorpaduio. B HacToswee BpeMsa NpUOpUTETHLIM AMArHOCTUYECKUM MeTOAO0M
npu nogo3peHun Ha CMA saBnaeTcs reHetmyeckoe TectuposaHue [8,9,11]. PekoMeHayeTcs
NpOBOAUTbL MONEKYNSAPHO-TEHETUYECKOe uccneaoBaHMe MyTaumin B reHe SMN1 Bcem
naumeHTam c nogospeHneMm Ha CMA 5q c uenblo BbiIBNEHUA Aefeumn 3K30HOB 7 nnm 7-8 m
MONEKYNAPHO-FreHETUYECKOro NOATBEpPXAeHMSA amarHosa [8]. AnarHo3 CMA noaTteepxaaetcs
npu obHapy>xeHuu geneummn 7 ak3oHa nnm 7-8 ak30HoB reHa SMN1 B roMO3MIrOTHOM COCTOSIHUM
(T. e. B 06eunx konusx reHa) [8].

eHeTMYECKNIA CKPUHUHI HOBOPOXAEHHbIX HAa CMA no3BonseT obHapyXuTb Hanuuue
MyTauum reHa SMN1 B nepsble Hegenwn XusHu pebeHka, 4O NOSBNAEHUS NEpPBbIX CUMMATOMOB,
CBOEBPEMEHHO HauyaTb JleyeHue, CMArYnTb TedeHne 3abosieBaHns, Npu  MNPUMEHEHMUMU

naToreHeTn4ecKom TEpanunu nsbexaTb MHBaNMAM3aLMM NALUNEHTA.
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1 NPEAHA3HAYEHHOE NPUMEHEHMUE

1.1 NMonHoe HauMeHoBaHMe Habopa peareHToB: Habop peareHTOB A1 BbISIBIEHUS
aeneunm 7 ak3oHa reHa SMN1 M oueHKKU cofepiXaHMUsa 3KCUMU3UOHHbLIX Konel T- KAeTOYHOro
peuentopa (TREC) m pekoMbUHaAUMOHHbIX Koneu Kanna-geneunoHHoro snemeHTa (KREC)
Yy HOBOPOXAEHHbIX MeToaom [UP B  pexume peanbHoro BpemeHu (HeoCkpuH

SMA/TREC/KREC), panee no TekcTy - Habop peareHToB.

1.2 HasHauveHne: Habop peareHTOB MpeAHasHayeH Af9 BbIIBNE€HUS TOMO3UIOTHOM
aeneumm 7 ak3oHa reHa SMN1 u OTHOCUTENbHOWM KOMWMYEeCTBEHHOM OLEHKM COAEepXXaHus
3KCLM3MOHHbIX Koney T-kneto4vHoro peuentopa (TREC) n pekoMbrMHaUMOHHbBIX Konel Kanna-
aeneunoHHoro anemernta (KREC) B 6umonormyeckoMm maTtepuane HOBOPOXAEHHbIX (uenbHas
KpOBb, Cyxume NsATHa KPOBW) B LeNax MpoBeAeHUS CKPUHUHIA Ha CrWHasIbHYI MbllWEeYHYo

aTpodunIo U NepBUYHbIE UMMYHOAEDUUNTBI MeToAoM [LIP B pexunMe peanbHOro BpeMeHMu.
1.3 QOYHKLUMOHaNIbHOE Ha3HAYeHMNE: CKPUHUHT.

1.4 MNMokasaHusa K NMpoBeAEHMI0 aHanM3a: CKPUHUHI HOBOPOXAEHHbIX Ha MPOKCUMMasbHYO
CMUHaNbHY MbiweyHyto aTtpodpuo (CMA) wn nepBuyHble wuMMyHogedumuutel (MAA),
accouMMpoBaHHbIE C HapyweHusaMm T- U B-KNETOYHOro 3BEHbEB WMMYHHOW CUCTEMbI

(dbopMmnpoBaHuMe rpynn pucka HOBOPOXAEHHbIX). MPOTUBOMNOKA3aHWIA K MPUMEHEHUIO HET.

1.5 MonynsuMoHHbIE N AeMorpacdmnyeckme acnekTbl: HAbop peareHToB NpeaHa3HayeH aAns

CKPUHWNHIa HOBOPOXAEHHbIX ,queﬁ, NMpUMEHEHNE HE 3aBUCUT OT NONYNAUNOHHbIX aCNEKTOB.

1.6 O6bnactb npUMEHeEHUA: Ha6op peareHToB MOXET 6bITb MCNOSb30BaH B KJ/IMHWUKO-

ANarHOCTn4eCKunx ﬂaGOpaTOPMHX MEANLUMNHCKUNX yqpex(,quMﬁ.

1.7 MoTeHUManbHble MOMb30BATENN: KBaJNMPUUNPOBAHHbLIA NepcoHan, ob6yuyeHHbIl
METO4aM MOJIEKY/IAPHON AWArHOCTUKM M npaBunaMm paboTbl B KINMHUKO-AWMATHOCTUYECKOM

nabopaTtopum.

1.8 MNpUMeHATbL Habop peareHTOB CTPOro Mo Ha3HaYeHWHO COMlAacHO AaHHOMW MHCTPYKLUMK

no NpMMEHeHuIo.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1

CocTtaB Habopa peareHToB

7 AHK-TEXHOJIOruA

R1-H810-S3/9, dbacoBka S, CTpUnbI

HoMunHanbHbIN

HanmeHoBaHue . Konunyectso ..
BHelwHn Bua 06BEM
KOMMNOHEHTOB npobupok
KOMMOHEHTA
Mpo3paydHas 6ecuBeTHas
Cmecb ans amnandukauum, | am po3oBast XMUAKOCTb 12 cTtpunos 16 20 MK
3arnevyaTaHHasa napaguHoMm rnoa BOCKOO6pasHbIM no 8 npobupok
6enbiM crnoem
Mpo3paydHas 6ecuBeTHas
MuP-6yde 1 npobupka 1,0 mn
LiP-6ydep KUAKOCTb pobup '
Mpo3payHasn 6ecuBeTHas
Monnmepasa TexHoTaq MAX Po3p 1 npobupka 50 mkn
BA3KasA XXUAKOCTb
Mpo3payvHas 6ecuBeTHas
MunHepanbHoe Macno BA3Kas MacnsiHUCTas 2 npobupkun rno 1,0 mn
XNUAKOCTb
MonoXUTENbHbIN Mpo3payvHas 6ecuBeTHas
N 1 po3p 1 npobupka 130 Mkn
KOHTpONbHbIN 06pa3el, N2 11 | xxnakoctb
MonoXuTenbHbIN Mpo3payvHasn 6ecuBeTHas
N 5 posp 1 npobupka 130 MKkn
KOHTpOJIbHbIN 06pa3el, N2 22 | )XNAKOCTb
KpbILWKW 419 CTpMnos 12 wr.

R1-H810-23/9, dhacoBka S, Npo6MpkM

HoMunHanbHbIN

KOHTPOJIbHbIA 06pa3el, N2 22

XNAKOCTb

HanmeHoBaHMe . Konunyectso R
BHewHnn Bua 06bEM
KOMMOHEHTOB npobupok
KOMMOHEHTa
Mpo3payvHasn 6ecuBeTHas
CMecb ana amnandukaumm WM pO30Bas XMAKOCTb
® ! P 96 nNpobupok no 20 MKn
3aneyataHHasa napaduHOM noA BOCKOO6pasHbIM
6enbiM croem
Mpo3payHasa 6ecuseTHas
MLUP-6ydep PO3p 1 npobupka 1,0 mn
XXNAKOCTb
Mpo3payvHas 6ecuBeTHas
Monumepasa TexHoTaq MAX Po3p 1 npobupka 50 Mkn
BSI3Kas XWAKOCTb
Mpo3payHasa 6ecuBeTHas
MunHepanbHoe Macno BA3Kas MacnsitHuCTas 2 npobupkn rno 1,0 mn
XNAKOCTb
MoNoOXUTENbHbIN Mpo3payHasa 6ecuseTHas
o 1 pPo3p H 1 npobupka 130 MKkn
KOHTpOSibHbIM 06pa3zewn N2 11 | »xnakocTtb
MoNoXNTENBbHbIN Mpo3payvHasn 6ecuBeTHas
Po3p 1 npobupka 130 Mkn

1 - Ha 3TMKeTKe KOMMOHEeHTa Ans Bcex (acoBoK <«MONOXWUTENbHbIA KOHTPONbHbIN o6pasel N°

yKasbiBaeTcsa kak «K+ N21»

2 - Ha 3TMKETKE KOMMOHEHTa AN BceX (acoBoK «[M0SIOXKUTENbHbIN KOHTPOJbHbIA obpasel, N?

yKasbiBaeTcsa kak «K+ N22»

1»
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R1-H810-MA/9, dbacoska A
HoMMHanbHbIN
HanmeHoBaHMe . Konnyectso ..
BHewHn Bug 06BbEM
KOMMNOHEHTOB npobupok
KOMMOHEHTa
Cmecb ana amnandukaumm Mpo3payHasa 6ecuseTHas
A ® H PO3p H 2 npobupkmn rno 50 mMkn
Ctpum WM pO30Bas XMUAKOCTb
Mpo3payvHasn 6ecuBeTHas
MuP-6ydep Ctpum-STK 2 npobupkmn no 1,4 mn
LIP-6ydep CTtp KUAKOCTb P P
Mpo3payHasa 6ecuseTHas
Monnmepasa TexHoTaq MAX Po3p 4 2 npobupku no 25 mkn
BA3Kas XXNAKOCTb
Mpo3payvHasn 6ecuBeTHas
MuHepanbHoe Macno BsI3Kas MacnsiHUCTas 2 npobupkn rno 1,0 mn
XXNAKOCTb
MonoXnTenbHbIN Mpo3payHasa 6ecuseTHas
N 1 posp 4 1 npobupka 100 Mkn
KOHTpO/ibHbIN 06pa3sen, N2 11 | xxngkoctb
MonoXntTenbHbIN Mpo3payHasa 6ecuseTHas
o ) pPo3p H 1 npobupka 100 Mkn
KOHTpPOJSIbHbIM 06pa3zew N2 22 | XNAKOCTb

Bce kKoOMMNoHeHTbl Habopa peareHTOB [rOTOBbl K MPUMEHEHUIO U He TpebyioT
AONONHNTENbHOM NOAroTOBKU K paboTe.
KoMnneKkT nocTtaBku BKJIHOYaET:
- Habop peareHTOB B OAHOM M3 BapuUaHTOB UCMNOJSIHEHMS — 1 wWrT.;
- WHcTpykumsa no npuMeHeHuo — 1 ak3.;

- Macnopt - 1 2k3.

2.2 KonnuectBo aHanusnpyeMbix ob6pasuoB

Habop peareHTOB B acoBke S paccuumtaH Ha 96 onpepeneHnin (He 6onee
24 NoCTaHOBOK), BKJIlOUYasi aHalM3 HEeW3BECTHbIX 06pa3LoB, OTpuUATENbHbIX KOHTPOJIbHbIX
06pasuoB N NONOXKUTENbHBIX KOHTPOJIbHbLIX 06pa3LOB.

Habop peareHTOB B acoBke A paccuumtaH Ha 96 onpepeneHmin (He 6onee
5 nocTtaHOBOK), BK/lOYasi aHanM3 HEM3BECTHbIX 06pa3uoB, OTpUUATENIbHbIX KOHTPOJIbHbIX

06pa3LoB M MOMOXKUTENbHBIX KOHTPOJIbHbIX 06pa3LoB.

2.3 MpuHUMN MeToAa

MeToa: MyabTUNNEKCHas nojsMMepasHas uenHasa peakumsa (MUP) c pertekuwen
pe3ynbTaTOB B peXuMe peasibHOro BPEMEHW; Ka4yeCTBEeHHbIN aHanu3 (7 3k30H reHa SMN1),
OTHOCUTENbHbIN KonmnyecTBeHHbIM aHanu3 (AHK TREC, KREC).

MpuHUMN MeToAa ocHOoBaH Ha amnandunkaumm yyactkos AHK TREC, KREC, 7 ak30Ha
reHa SMN1 u dpparmeHTa HOPMMPOBOYHOIrO reHa (3HAOrEeHHbINM BHYTPEHHUI KOHTponb (BK)) ¢
MOMOLLbIO MY/bTUMIEKCHOW MOoSiMMepasHon uenHon peakuunm (MLUP).

Mpouecc aMnandukKauum 3aka4vaeTcs B CeEpUM  MNOBTOPSOWMXCA  LUMKIOB

TemnepaTypHoli  AeHaTypaumu [OHK, oTxura npanMepoB C  KOMIMJIEMEHTAPHbIMU

1 - Ha 3TMKeTKe KOMMOHEeHTa Ans Bcex (acoBoK «[MOMNOXMTENbHbIA KOHTPONbHbIA o6pasen N2 1»
yKa3blBaeTcs kak «K+ N21»
2 - Ha 3TMKETKE KOMMOHEHTa A1 BceX (acoBOK «[OSIOXKMUTENbHbIN KOHTPOJbHbLIN obpaseu N2 2»
yKa3blBaeTcs Kak «K+ N22»
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nocneaoBaTeNbHOCTAMU WM Mocneaylowen AOCTPOMKM MOANHYKIEOTUAHbIX Ueneh C 3TUX
npanMepoB Tag-nonmMMepason.

Ons nosblleHNs 4YyBCTBUTENbHOCTU W CNEUM@UUYHOCTN peakuum npeaycMOTPEHO
NnpUMeHeHne «ropsyero» crapTa, KOTOpbI obecrneuynmBaeTcs METOAMKON MNpPUroTOBEHUS
peaKLMOHHOM CMeCu, COCTosLEeNn U3 ABYX C/N0EB, pa3aenéHHbIX MPOCAoiKon u3 napaduHa
n/mnu ncnonb3oBaHneMm  Tag-nonumMmepasbl, OG/O0KMPOBAHHONW  aHTUTENAMMW. Crapt
NnosMepasHoli LEernHoM peakumu MpPOUCXOAUT TONbKO MpW pacnnasneHnn napaduHa wn/vnm
TeMnepaTypHOM Auccoumaumm Komniekca Taqg-nosvMepasbl M aHTUTEN, 4YTO WCK4YaeT
Hecneundmyecknii oTKUr npanmepos Ha AHK-MuweHn npn HavYanbHOM Nporpese Npobupku.

B peakumoHHyl cMecb ansg ammandukauum BBegeHbl OHK-30HAbI, Kaxabin n3
KOTOPbIX coaep>Xut dhyopecueHTHY MeTKY U racutenb dnayopecueHumun. MNpu obpasoBaHun
cneuymduyHoro npoagykrta AHK-30H4 pa3pywaertcsa, gencreme racutenss Ha GyopecueHTHYo
MeTKY npeKpalwaeTcs, 4YTO BeAeT K BO3pacTaHMIO YPOBHA dnyopecueHumm. Konmyectso
paspyleHHbIX 30HAOB (a, crefoBaTeslbHO, W ypoBeHb dyopecueHunn) yBennuneaeTcs
nponopumnmoHanbHO Konunyectsy obpasoBaBlunxca cneunduyecknx aMnamKoHOB. YpPOBEHb
nyopecueHUMN U3MEPSETCS Ha KaXAoM uukne amnavdukauum B pexmMme peanbHoro
BpeMeHM.

Ona amnnndukaumm 7 sk3oHa SMN1 npumMeHsieTca 3oHA-npariMmep, 3'-KOHeL, KOTOpOoro
CTPOro COOTBETCTBYET MOCAen0BaTelbHOCTM HadanbHOro dparMeHTa 7 3K30Ha reHa SMN1,
HO pasnM4YaeTcs C aHanornmyHbliM dparMeHToM reHa SMN2.

B coctaB [IHK-30HAa, MCNonb3ylowerocs Ana AeTeKunu npoaykrta amnandukaummn AHK
TREC, BktoyeHa diyopecueHTHas MeTka Fam.

B coctas AHK-30H4a, ncnonb3yowerocs Ans geTekuMn npoaykrta amnnmdukaumm OHK
KREC BkntoyeHa, dnyopecueHTHas MmeTka Rox.

B coctaB 30HAa-npanMepa, ucnonb3ylowerocs ans amnamdbukaumm wm  geTekuum
npoaykrta amnnmdukaumm uenesoro dparMeHTa reHa SMN1, Bkawo4veHa ddayopecueHTHas
mMeTka SIMA (peructpaumsa aMnanduKkaumm BbINOAHSETCA NO KaHany getekuum Hex).

B coctae [OHK-30Hga, ncnonb3yowerocs Ans AeTeKUMM MpoAyKTa amnamdukaumm
dparMeHTa reHa 3HAOMEHHOro BHyTpeHHero koHTpons (BK), BkatouyeHa dayopecueHTHas
meTka Cy5.

Mcnonb3oBaHMe HECKONbKUX (IyopeCcUeHTHbIX KpacuTesen Mno3BOAseT COKpaTuTb
Konu4yectso npobumpok n 6uomaTtepuana, HeobxoomMMOro Ans NMpoBeAeHUsl MccnenoBaHus,
NOCKOJIbKY MOSABASETCS BO3MOXHOCTb OAHOBPEMEHHO perncTpupoBaTb pe3ynbTaTbl Pa3HbIX
peakumin amnnmdurkKaunum, NpoXoaAsaLLMX B 04HON Npobupke.

B tabnuue 1 npuBeAEHbI KaHasibl AETEKUMN NPOAYKTOB aMI'I}'IMCbMKaLI,MM.
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Ta6bnuua 1- KaHanbl geTekumm npoAyKToB aMnandukaumm

Fam Hex Rox Cy5
SMN1
b 3
TREC (7 a3k30H SMN1) KREC BK

* - BK — 3HAOreHHbIN BHYTPEHHMI KOHTPOJb, NpeacTaBnseT cobon OAHOKOMUNHbBIA FEHOMHBIN OKYC,
CNIYXWUT A5 OLEHKW reHOM-3KBUBAJIEHTOB SAPOCOAEPXALLUNX KNEeTOK (SIEMKOLMTOB) KPOBM M KOHTPOS

KayecTtBa npenapata AHK.

CopepxaHue TREC n KREC B HenzBecTHOM obpasue oueHmBaeTcsa no dbopmynam:
1. Cozepxanue TREC (konuii Ha 105neikountoB) = 10 CPBK-CPTREC)/3.4) % 200000 (1)
roe Cp BK — 3HaueHne nHaukaTtopHoro umnkna (Cp) BK;
roe Cp TREC - 3HadyeHune nHamkatopHoro umnkna (Cp) TREC.
Ecnun 3HadeHune Cp TREC gnsa obpasua He ykasaHo, cogepxxaHune TREC coctasnset 0 Konuii Ha
105 neikoumToB.
2. Cogepxanve KREC (konui Ha 105neikountoB) = 10 CpBK-CPKREC)/3.4) » 200000 (2)
rae Cp BK - 3HaueHue nHaukatopHoro umkna (Cp) BK;
rae Cp KREC - 3HaueHune nHamkatopHoro uukna (Cp) KREC.
Ecnu 3HadeHne Cp KREC ans obpasua He ykasaHo, cogepxaHue KREC coctasnsieT 0 Konuit Ha
10° nekoumTOB.
AHanus geneumn 7 sk3oHa SMN1 ocHOBaH Ha oLeHKe pa3HuLbl MHAMKATOPHOro LMKa
(A Cp) mexay 3HaveHmnamm Cp SMN1 (kaHan pgetekummn Hex) n Cp BK (kaHan getekumn Cy5)
(A Cp = Cp (Hex) - Cp (Cy5)).

OrpaHunyeHune metoga:

Ona KOPpPEeKTHOM OUEeHKM COAEpPXaHUS 3SKCUM3MOHHbLIX koneuw, TREC m KREC wu
reHoTMnMpoBaHuss Mo 7 3K30Hy reHa SMN1 «konumyectBo reHomHon [OHK Ha
aMInUMKaALUMOHHYO NpobupKy [AO/MKHO COCTaBnsaATb He MeHee 1,0 Hr reHomHon [OHK
(gonyctumoe 3HaveHmne Cp no kaHany getekuum Cy5 (BK) < 31).

NccnegoBaHme CoCTOUT M3 criegyowmnx atanos: BbigeneHmne HK (npobonoarotoBka),
NnuP-amnandukaums OHK c ogHOBpeMEHHON AeTeKuuen pesysbTaTOB C WCMOJSIb30BaHMEM
Habopa peareHToB HeoCkpuH SMA/TREC/KREC.

PeareHTbl ana BbigeneHns [OHK He BKkAO4YeHbl B cocTtaB Habopa peareHToB
HeoCkpunH SMA/TREC/KREC B BapuaHTax UCNoMHeHUs: gacoBka S, npobupku n gacoska S,
cTpunbl, hacoska A.

PekoMeHAOBaHHbIMU (BafiMANPOBAHHBIMU) K COBMECTHOMY MCMOJIb30BaHMI0 C HAbopoM
peareHToB HeoCkpnH SMA/TREC/KREC B BapmaHTax MUCNosHeHus: dacoBka S, npobupku u
acoBka S, cTpunbl aBNstoTCA Habopbl peareHTOB:

- Habop peareHtoB Aans BbigeneHns [OHK 4yenoBeka M3 Cyxux NSTEH  KpPOBU
(MPOBA-LNTO Cn), OO0 «AHK-TexHonormsa TC», PY N2 P3H 2021/14367;
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- Habop pearentoB ans sbigenenns OHK MPOBA-MY MAKC, OO0 «[OHK-TexHonorus TC»,
PY N° P3H 2021/14391;

- Habop peareHtoB ana BbigeneHma [AOHK 4yenoBeka M3  CyxuX nMSATeH KpPOBWU
(MPOBA-MY-CIN DWP), OO0 «AHK-TexHonoruna TC», PY N2 P3H 2023/19623.

PekoMeHaoOBaHHbLIMU (BaNMANPOBAHHBLIMW) K COBMECTHOMY MCMO/b30BaHMIO ¢ HAbopom

peareHToB HeoCkpnH SMA/TREC/KREC B BapuaHT ucnonHeHusa dacoska A aBns0TCa Habopbl

peareHToB:

- Habop peareHtoB ansa BblgenenHmss [OHK 4yenoBeka M3 Cyxmx nMSTEeH  KpPOBM
(MPOBA-MY-CI DWP), 000 «AHK-TexHonorus TC», PY N° P3H 2023/19623.

2.4 Bpemsas npoBegeHus aHammza (c ydetom npobonoarotoskn): ot 2,5 uvacos
(B 3aBMcMMOCTM OT KosimyectBa o06pasuoB M ucnosblyemoro Habopa peareHToB Ans

Bblaenenna OHK).

3 XAPAKTEPUCTUKN HABOPA PEATEHTOB

3.1 CneundunyHoOCTb aHanm3a

B obpa3uax 6uonornyeckoro matepuna, cogepxawmx OHK TREC, KREC, 7 3k30Ha
reHa SMN1, reHa BK, Bo Bpems npoBeaeHuss amnnmdukaumm nporpammHoe obecnedeHue
AeTeKTupylowero amnamdukaTtopa perncTtpupyeTr 3KCNOHEeHUWanbHbIi  pPOCT  YpPOBHS
dbnyopecueHUMM NO 3asB/IeHHbIM KaHanaM AeTeKkumu.

B obpasuax 6uonormyeckoro matepumana 4denoBeka, He cogepxawero OHK TREC,
KREC, 7 3k30Ha reHa SMN1, npu npoBeseHun amnnmdukaumm 3KCMOHEHUWANbHbIA POCT
dnyopecueHUMN MO 3asB/IEHHbIM KaHanaMm JeTekumu OTCYTCTBYET MM HMXe (OHOBOro
3Ha4YeHMs; BO3MOXHa pernmcrpaums 3KCNOHEeHUManbHOro pocta YpPOBHSA dryopecueHumnm no
KaHany gertekumm Hex B cny4yae roMo3uroTHoM geneumm 7 ak3oHa reHa SMN1 npu ycnosum
pasHuubl Mexay 3HadeHusMu Cp no KaHany jgetekumm Hex m Cp no KaHany AeTekuuu
Cy5(ACp) = 8.

B xome HUWOKP 6bina npoBepgeHa npoBepka crneumdunyHocTM Habopa peareHToB
6nonHdopmMmaTnyeckumm metoaamu. MNMokasaHo OTCYTCTBME MEpPeKpPeCcTHbIX Hecrneundunyecknx
peakunn ansa Kaxgon ms cucrem onuroHykneotngos (TREC, KREC, SMN1, BK), Bxoasawmnx B
coctaB Habopa peareHTOB.

AHannTnyeckasa cneundunyHocTb Habopa pereHToB NoATBEPXKAEHA C NCNOSIb30BAHUEM
FEHHO-UHXEHEPHbIX  KOHCTPYKLMUI (pekoMbMHaAHTHbIX  MJa3Mma)  COOTBETCTBYHOLIMX
nocnegosatensHocTtaM JHK BeisiBnsiembix nokasartenen (TREC, KREC, SMN1, BK).

Cneundunynocte getekumm [AOHK TREC, KREC B npucyTtcTBUM TE€HOMHOM
(xpomocoMHon) OHK noaTBepxaeHa npu TectTupoBaHuu npenapatoB JHK KAeTOYHON nHUMK
Hela, onsa KoTopon He XxapaKkTepHa rnepecTtpoiika reHos T- n B-K/1eTOYHbIX peLenToB 1 Hanmume
konbuesbix Monekyn TREC n KREC.

CneundnyHOCTb BbiSBNeHUS geneumm 7 ak3oHa SMN1 B roMO3MroTHOM COCTOSIHUM

yCTaHOBJIEHa C nMNpuUMEHEHNEM ABYX BapUaAHTOB TEHHO-UHXEHEPHbIX KOHCTDYKHMIZ,
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cooTBeTCTBYOWMX 7 3k30HY SMN1 n SMN2 reHoB, a Takxe noagTBepXAeHa Ha KIIMHUYECKOM
MaTepuarne.

Habop peareHtoB HeoCkpuH SMA/TREC/KREC no3BonisieT BbiSABASATb NOTEPU 7 SK30HA
reHa SMN1 no TNy WUCTUHHbIX Aeneumen (Aeneunmm 7 3K30HA U 7-8 3K30HOB) MM FEHHOWN

koHBepcum €.850C>T (koHBepcms SMN1 B SMN2) B roMO3UIroTHOM cocTossHum(cm. 3.6.2.).

3.2 NHTepdepupytowme BewecTsa

Hannune wuHrnbmtopos MLP B ob6pasue 6uonornyeckoro martepumana MoxeT 6biTb
NPUYNHON COMHUTENBHBLIX U HEAOCTOBEPHbLIX pe3ynbLTaTtoB. MpusHakamn nHrnébuposaHus MUP
ABMSAOTCA OTCYTCTBME KPUBOW HAKOMSEHUS BHYTPEHHEro KOHTPOSS, UCKaXeHue ee ¢opMbl
(KpBasi HakoMNEeHMsI He MMEeEeT TUMUYHOM S-0bpa3Holi GopMbl, HE AOCTUraeT naaTo, uMeeT
nonornin xapakrep) nnmbo peskun casur no wkane Cp snpaso.

K wuHrmbmtopam TUP, WCTOYHMKOM KOTOpbIX MOXeET 4aBNATbCA  0bpaseu
6unonornyeckoro Matepmana, oTHeCeHbl aHTUKOarynsHTbl, MPUMEHSEMbIe NpU B3ATUN KPOBMU,
a Takxe uHTepdepupylowme BelecTBa 3HAOMNEHHOW Npupoabl — remornobuH, éunnpybuH,
XonectepuH wn Tpuravuepuabl. lNpeaenbHble AONYCTUMbIE KOHLEHTpauuuM noTeHuManbHbIX
nHTepdepmpyroLLmMx BewecTs B obpa3ue ncxoaHoro bnomatepmana npuseaeHsl B Tabnuue 2.

K noTeHunanbHbiM WMHrMbuTopam B npenapatax [HK oOTHeCeHbl: MNPOMbIBOYHbIN
pactBop N? 2 Habopa peareHToB «[MPOBA-MY MAKC», npoMbiBOYHbIM pactBop N2 2 Habopa
peareHToB «[MPOBA-MY-CIM DWP>», Kpe30on0BbIli KpacHbIi B COCTaBe 3OUPYIOLLEro pacTBopa
Habopa peareHToB «[MPOBA-MY-CIT DWP>», ocTtaTo4HbIi remornobuH (ans npenapatos OHK,

NOJSTyYEeHHbIX C NpUMeHeHUeM Habopa peareHToB «[MPOBA-LINTO CI»).

MpunMmeyaHne - MakcuMManbHOE KONMYECTBO MPOMbIBOYHOro pacteopa N° 2 Habopa peareHTOB
«MPOBA-MY MAKC», npn KoTopoM He Habntoganocb nHrmbuposaHue MLP, coctaBnset He 6onee 25% oT
obbémMa npenapata AHK. MakcnuManbHOe KONMMYECTBO NMPOMbIBOYHOro pactesopa N2 2 Habopa peareHToB
«[MPOBA-MY-CIT DWP», npu KOTOpOM He Habnwganocb uHrnbmposaHue TLP, coctanseTr He 6onee
12,5% oT o6bémMa npenapata AHK. MakcMManbHOe KOMMYECTBO KPE30/I0BOr0 KPaCHOro, BXOASILLEro B
coctaB Habopa peareHtoB «[MPOBA-MY-CI1 DWP>», npu koTopoM He Habnoganocb nHrnbuposanue rLP,
coctanser He 6onee 0,0125 Hr/mn. MakcmmanbHas KoOHUeHTpauus remornobuHa, nNpu KOTOpOW
He Habnwopanocb MHrMbuposaHusa [UP, coctaBnsieT He 6onee 0,5 mr/mn B npenapate AHK (ans

npenapatoB JHK, nony4yeHHbIX ¢ npuMeHeHneM Habopa peareHToB «[MPOBA-LINTO CIM».

Mpwn cTporom cobnogeHnn NHCTPYKLUMIM N0 NMPUMEHEHNIO PEKOMEHAOBAHHbLIX HAabopoB
peareHToB ansa sbigeneHns AHK addekta nHrnbmposatus MNLP npomMbIBOYHbIMKM pacTBOpaMy,
Kpe30/10BbIM KpacHbIM U reMornobnHoM He HabnawgaeTtcs.

Llenntono3sHoe BOJSIOKHO UM OCTaTO4YHble KONM4YecTBa XWMMUYECKUX KOMMOHEHTOB
NponuTKK N pasMmeTkn dunbTpoBanbHoM 6yMarn B obpasuax Cyxmx NATEeH KPOBM He OKa3blBatoT
MHrMbmnpyowero BAMsSHUS.

Ona cHuxXeHns konundyectBa uHrmébmutopos [MLUP Heobxognmo cobnwogate npasuna

B3aTMA Buonornyeckoro matepmnana (cm. 6.2).
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Tabnuuya 2 -

WHCTPYKLMA N0 NPUMEHEHMIO

lMpepenbHble

| 661-3 or 22 anpens 2024

Aonyctunmble

7 AHK-TEXHOJIOruA

KOHLEHTpaumm

nHTepdepmpyroLLmMX BewecTs B obpasue ncxogHoro buomatepuana.

noTeHuMalbHbIX

n n
Bua 6Momatepuana HTepdepupyouee ccsiepoBaHHas
BelecTso KOHUeHTpauua B o6pasue
DK30reHHble
K2, K3 24TA 3,60 mMr/mn
LlenbHas KpoBb
LUnTtpat HaTpuAa 0,26 Monb/n
DHAOrEeHHbIE
FemornobuH 250 r/n
Henbhas kposb, Bunnpy6buH 500 mMkMonb/n
CyXxue nsaTHa KpoBwu
XonectepuH 12 mMonb/n
Cyxue nsiTHa KpoBun Tpuravuepmnabl 500 mr/n

B cnyyae Hannuma B obpasue MUP-uHrmbumpyowmx npmmecen pekoMeHayetcs anbo
nosTopHoe BbigeneHne OHK mn nocraHoeka MUP, nubo nosTopHoe B3siTME 6MOMOrM4Yeckoro

MaTepuana (BbIMONHAETCA nNocaeaoBaTeNbHO).

3.3 Mpenen obHapyxeHus
Mpenen obHapyxeHnsa TREC n KREC
— 5 konuit Ha 10° nerikoumnToB (npu Cp Cy5 <28)
— 103 konui Ha 10° nerikoumTtoB (Npm Cp Cy5 28 < Cp < 31)
AHanuUTU4eckum npeaen obHapyxeHuns (amnnudwukaTtop perucTpupyert
NOMIOXWUTENbHBIA pe3ynbTaT) COCTaBAseT 5 kKonui Ha amMnandukaumoHHYH npobupky ans

kaxxgoro aHanuta (TREC, KREC, SMN1 n BK).

3.4 Awnana3oH namepenns TREC n KREC
— 15 - 10° konuii Ha 10° nerikounToB (nNpu Cp Cy5 < 28)
— 103 - 10° konuit Ha 10° neikouunTtos (npu Cp Cy5 28 < Cp < 31)

3.5 XapaKTepucTuKmn TOYHOCTW:
3.5.1 TloBTOpAeMOCTb M BOCMPOM3BOAMMOCTb onpegeneHunsa cogepxaHns TREC n KREC

(Lg konuin/10° nerikoumnToB): KoadduUmeHT Bapmaumn (%CV) coctaBnset <10.

3.5.2 [paBunbHOCTb onpeaenenuns cogepxanHnsa TREC n KREC (Lg konwuii/10° neikoumToB):
OTHOCUTENbHAA norpewHocTb (OXx) coctasnseT <5%.

3.5.3 TlpepenbHass owwnbka (aHanuTuyeckas) onpepeneHus cogepxaHua TREC m KREC
cocTtaBnseT 0,1 Lg konuin/10° nenkouunTos.

3.5.4 Tllpegen TO4YHOCTM onpegeneHna coaepxaHma TREC wu KREC cocrasnger

+0,3 Lg konuit/10° neikounTos.

14



HeoCkpuH SMA/TREC/KREC | UHCTPYKUMA N0 NnpUMeHeHUIo | 661-3 ot 22 anpena 2024 ’ nH K-TEXHﬂnor“ﬂ

3.6 AnarHoctuyeckme xapakTepucTnkm

3.6.1 [AuarHocTtnyeckue xapakTepucTuku onpegeneHmnsa nokasatesnen TREC n KREC

TREC KREC
Konunuecrso o6pasyos 61 61
100.00% 93.33%
0]

[OwnarHoctmnyeckas vyyBcTBuTenbHoCcTb (AN95%) (88.78%-100.00%) (68.05%-99.83%)

100.00% 97,83%

0] ’

AnarHoctnyeckas crneumnduyHocTtb (AN95%) (88.43%-100.00%) (88.47%-99.95%)

MpuMmeyaHue - lNpu ncnonb3osaHnn Habopa peareHtoB HeoCkpuH SMA/TREC/KREC:

- MPU OLEHKe COoAepXaHUs 3KCUM3MOHHBIX Konel T-knetodHoro peuentopa (TREC) nonoxutenbHbIM
pe3ynbTaTOM CyYMTaM OTCYTCTBME WU/IM 3HAYEeHME MeHee HMXKHero npepena pedepeHTHOro
MHTEepBaJsia 3KCUM3NOHHbIX Koney T-knetoyHoro peuentopa (TREC);

- NpV OUEHKe coaepXaHusa pekoMbMHaUMOHHbIX Konel Kanna-geneumoHHoro 3snemeHta (KREC)
NONOXWUTENbHbIM pe3ysibTaTOM CUYMTaNn OTCYTCTBME WM 3HaYeHMEe MeHee HMXKHero npepena

pecdepeHTHOro MHTepBaJsia peKoMbMHaUMOHHbIX KoJslel, Kanna-aeneumoHHoro anemeHta (KREC).

3.6.2 [marHocTunyeckme xapakTepuUCTMKM Mo rnokasaTtento geneums 7 sk3oHa SMN1 B
rOMO3UIrOTHOM COCTOSIHUM

PesynbTaTtbl onpeaeneHus geneumm 7 sk3oHa SMN1 HabopoM peareHTOB:

XapakTepucTuka rpynnbi Pesynbrar

Ha OcHOBe AaHHbIX MLPA no uucny konwuii Yucno HeoCkpuH SMA/TREC/KREC
3k30HOB 7 1 8 reHoB SMN1 n SMN2 o6pasuoB 3K30H 7 reHa SMN1
M BapuaHTa u3aMeHeHui reHa SMN1 = 1 konuu (N) | 0 konwuii (del)
YcnoBHas HopMa:
konnyectso SMN1 - 2 konuu, konnyectso SMN2 - 54 54 0
2 Konuu.
Oynnukaumsa reHa (SMN1):
konnyectso SMN1 - 3 konuu, konnyectso SMN2 - 23 23 0
0-3 konuu
Hocutenbcteo geneunn reHa (SMN1):
konunyectso SMN1 - 1 konus, konmyectso SMN2 - 51 51 0
0-4 konuu
NCTUHHasA roMo3uroTHas geneums reHa (SMN1)1i:
konnyectso SMN1 - 0 konun, Konndyectso SMN2 - 9 0 9
2 Konuw.
KoHBepcus reHa (SMN1)1:
konnyecteso SMN1 - 0 konuu, konmyectso SMN2 - 47 0 47
3 - 4 konuun
Mb6puaHble reHbl SMN1/SMN2 ¢ yacTu4yHOM aeneunen
reHa SMN11: 9 0 9

KOM4ecTBO 3k30Ha 7 SMN1 - 0 konun.
HocutenbctBo Aeneunn 7 sk3oHa reHa SMN1 un
reTepo3nMroTHas ToyeyHas mytaumsa reHa SMN1 1 1 0
(c.815A> G, rs104893922)2

Mpoune BapuaHTbl! coyeTaHus Konuii reHoB \ Konui
3K30Ha 7 n 8 SMN1 n SMN2

13 11 2

Bcero 207 140 67

L - rpynnbl, BKAOYaoWwme obpasubl C NAaTOreHHbIM BapuaHTOM U3MeHeHMAMU reHa SMN1 (aeneumm
M\MNM KOHBEPCUM 3K30Ha 7 reHa SMN1) B roMO3UroTHOM COCTOSIHMM (reHeTuyeckui gnarHo3 CMA 5q);
2 - ToyeyHasa nMaToreHHasi MyTauMs yCTaHOB/IEHA METOAAMUN CeKBEeHUpoBaHUsA reHa SMN1 (couyeTaHue
HOCUTENbCTBA Aefleunmn U NaToreHHon MyTauum Bo BTOpol konum reHa SMN1 - reHeTU4eCcKui AnarHos
CMA 5q);

N - He obHapyxeHa geneums 7 sk30Ha reHa SMN1 B rOMO3UIOTHOM COCTOSIHMK (ONpeaesieHo Hanuume
1 nnn 6onee konuin ak3oHa 7 reHa SMN1);

del - O6bHapyxeHa geneuuns 7 3k30Ha reHa SMN1 B rOMO3UIOTHOM COCTOsSiHMKM (onpegeneHo 0 konui
3K30Ha 7 reHa SMN1).
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Aeneumna 7 sk3o0Ha SMN1 B
roMO3UMroTHOM COCTOSIHUM

KonnuectBo o6pasuos 207
o
OuarHoctnyeckas 4yyBcTBuTenbHOCTb (AN95%) (94.641‘3(?—.2%(;?000/0)
100.00%

OwnarHoctmnyeckas cneuymduyHocTb (AN95%)

(97.40%-100.00%)

MpunmeuaHune - [Ona Habopa peareHToB HeoCkpuH SMA/TREC/KREC npu oueHke 7 3K30Ha reHa
SMN1 nonoxwutenbHbIM pe3ynbTaTOM cyuMTanM oOb6HapykeHue Jeneumm 7 3k30Ha reHa SMN1

B rOMO3UIrOTHOM COCTOSAHUMN.

3.7 Bocnpon3BoagnMOCTb pe3ynbTaToB
BHyTpucepuinHass u MexcepumHas BOCNPOM3BOAMMOCTb pe3y/ibTaTOB NMoATBEpXXAeHa
npu nNpoBeAeHNN KIMHMKO-1abopaTopHbIX WCMAbITaHWUA Mnpu mnccnegosaHnm 20 obpasuos
C Mcnonb3oBaHmeM AByX HabopoB peareHTOB OAHOM CeEpUM N 0AHOro Habopa peareHToB BTOPOWA
cepuun, U pasHbiX AETeKTUupywmx amnamdukatopos. ns Bcex obpasuyoB nonydeHo 100%
coBnageHune pesynbtatoB (AN95% cocrasnseTr 97,84-100% no KaxxaoMy nokasaTesito).
Kputepun coBnageHuns pesynbTaToBs:
7 3k30H SMN1: coBnageHune pesynbTata onpeneneHnsa geneumn 7 sk3oHa reHa SMN1;
TREC: abcontoTHoe 3HayeHune OTKIIOHeHus noka3aTtensd TREC He 6onee 0,3 aecatnyHoro
norapudpma; KREC: abcontoTtHoe 3HaueHue oTkIoHeHMss KREC He 6onee 0,3 gecssTU4HOro

norapugma.
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4 MEPbI NTPEAOCTOPOXHOCTU

OpraHusauma pabotbl [LP-nabopatopun, obopynoBaHme U MaTepuanbl AONXKHbI
cooTBeTcTBOBaTb TpeboBaHusM NOCT P 52905-2007, meToanyeckmx ykasaHuini MY 1.3.2569-09
«OpraHunsauuns paboTtbl nabopaTopuin, NCNOMb3YIOWMX MeToAbl aMnandmKaunm HYKIENHOBbIX
Kucnot, npu pabote C MaTepuanoMm, coaepxawumMm MukKpoopraHusmbl I-IV  rpynn
naTtoreHHocTn», C cobnaeHmeM CcaHuTapHbiXx npaBuna W HopMm CaHnluH 3.3686-21
«CaHuTapHo-anugemMnonormyeckme  TpeboBaHma no  npodpunaktnke  MHEPEKLMOHHbIX
6onesHen».

HenseecTHble 06pa3ubl paccMaTpMBaKOTCA KakK NoTeHumnanbHo-onacHble. Mpu pabote
c HabopoM peareHTOB cneayeT HageBaTb OAHOPAa30Bble NepyaTku 6e3 Tanbka.

Mpwn paboTte c MMkpoopraHmamamm I-IV rpynn natoreHHOCTM BbI6Op TMMa 3alUTHOrO
KocTioMa (pabouen ogexabl n CpeacTB MHAVMBMAYANbHOM 3alunTbl) NMPOBOAMTCA B CTPOroM
COOTBETCTBMWU C CaAHUTaApHbIMK nMpasBuiamMmm n Hopmamn CanlnH 3.3686-21.

Cnepyer wuvcnonb3oBaTb TONbKO OAHOPA30OBble HaKOHEYHUKM U NpobupKu.
He gonyckaeTcs Mcnonb3oBaHME OAHUX U TeX e HaKOHEeYHWKOB npu obpaboTke pasnmnyHbIX
obpasuoBs 6uonornyeckoro Matepuana.

K pabote ¢ HabopoM peareHTOB Aonyckaetrcsa mnepcoHan, OOy4YeHHbIi MeToAaMm
MOJIEKYNAPHOM AMArHOCTUKKN 1 NpaBmnaM paboTbl B KIIMHUKO-AMarHocTM4yeckon nabopatopuu.

MoaroToBky 6Monormyeckoro matepuana wm Bbigenenme OHK cnepayet nposoaunTb B
6okcax 6buonornyeckom 6esonacHoctn II knacca. MoarotoBky k TMUP ¢ ucnonb3oBaHuem
Habopa peareHTOB BO3MOXHO npoBoauTb B MNLIP-60kcax.

3anpelaeTcs nepemelleHne nabopatopHoro o60pyaoBaHus, B TOM YMC/ie 403aTOPOB,
wTaTmBoB, flabopaTopHOM MOCyAbl, XanaToB, rOSIOBHbIX YBOpPOB M Mp., @ TakXe pacTBOpPOB
peareHToB U3 OAHOro NoMeLleHns B Apyroe.

Jlo3aTopbl A4O/MKHbI 6bITb COOTBETCTBYOWMM 06pa3oM NnoBepeHbl (B aKKpeanToOBaHHbIX
nabopaTtopuax) n NpoMapKMpoOBaHbI.

Ncnonb3oBaHHble 04HOPAa30Bble MPUHAANEXHOCTU (MPOBMPKM, HAKOHEUYHWKKM U Aap.)
OOMKHblI  cbpacbiBaTbCd B KOHTEMHEp A9 MeAMUMHCKMX OTXOAOB, CcoAepXXalinmn
Ae3nHduumpyowmnin pacteop (Npn HeobxognmocTtn).

MoBepxHOCTM paboumx CTONOB, a TakKXe MOMELWEeHUN, B KOTOPbIX MPOBOAATCH
BblgeneHne OHK v nocrtaHoeka MUP, cneayet obsa3atenbHO, A0 U nocne nposeaeHus pabor,

06/1y4aTb C NOMOLLbI0 6aKTEPULMAHbBIX YCTAHOBOK B TedeHne 30 MUHYT.

BHUMAHME! YTtunmsmposaTb oTxoabl ¢ npogyktamum MLUP Heob6xoanMo TONbLKO B 3aKpbITOM
BMAe. He ponyckaeTtcss OTKpbiBaTb Npobupku nocre amnnmdukaumm, Tak Kak 3TO MOXET

NpuMBeCTM K KOHTaMuHauum npoayktamu MLUP (MY 1.3.2569-09).

Bce nosepxHocTu B nabopatopumn (paboume crtonbl, wWraTuebl, obopyaoBaHue u ap.)
€XeAHEBHO MoABEpraloT BJIAXHOW ybopKe C NpUMEHEHMEM Ae3NHDOULUPYOLWKNX/MOKLWKUX

CpeACTB, perflaMeHTUPOBaHHbIX CaHUTapHbIMK NpasuiamMu n Hopmamm CanluH 3.3686-21.

17



7 AHK-TEXHOJIOruA

HeoCkpuH SMA/TREC/KREC | UHCTPYKLMA N0 NPUMEHEHUIO | 661-3 ot 22 anpena 2024

Mpn ncnonb3oBaHMK Habopa peareHTOB B KJMHUKO-AMArHocTM4eckor nabopatopum
obpasylTcs oTXoAbl Kfnacca B, KOTOpble yTUAM3MPYIOTCA B COOTBETCTBMWU C TpeboBaHMSAMMK
CaHlNuH 2.1.3684-21 «CaHuTapHo-anuaeMmonornyeckne TpeboBaHMA K  COAEPXAHUIO
TEppUTOPUIA FOPOACKUX W CENbCKUX MOCENEeHWUN, K BOAHbIM O6bekTaM, MUTLEBON BOAE WU
NUTbEBOMY BOAOCHabXeHWto, aTMochepHOMYy BO34yXy, MO4YBAM, >KWUbIM MOMELEHUNAM,

aKcn1yataunMn Nnpon3BoaCTBEHHbLIX, obLecTBeHHbIX I'IOMGLLI,GHVIVI, opraHnsauunm n npoBeaeHuto

CaHMTapHO-NpoTUBO3aNMAEMNYecKkMX (NpodmnNakTUUeCcKnx) MeponpusaTuin».

OnacHble KOMIMOHEHTbI B Habope peareHToB

KoMnoHeHT Habopa
peareHToB

Hanuuue/oTtcyTcTBue
OMacHOro KOMMOHEeHTa

YKka3aHue Ha pUCKU

Cmecb ana aMmnnamdburkaumnm,
3aneyaTaHHas napaguHoOM

IGEPAL CA-630

H302, H315, H319, H412

CMecb ansa amnnamdukaumm
Ctpum

A3np HaTpusa MeHee 0,1%

siBnsetca 6e3onacHbIM
ANnga KOHEeYHOro nosib3oBartens

MUP-6ydep

IGEPAL CA-630

H302, H315, H319, H412

MNuUP-6ydep Ctpnum-STK

IGEPAL CA-630

H302, H315, H319, H412

Monnmepasa TexHo Taq MAX

HeT onacHbIX BelecTs

MuHepanbHoe Macno

HeT onacHbIX BewecTs

MoNnoXNTenbHbIA KOHTPOJIbHbIN

siBnsetcsa 6e3onacHbIM

A3ua HaTpusa meHee 0,1%
obpasey N° 1 A P 0

ANa KOHEeYHOro nosib3oBaTens
MoNoXNTENbHbIA KOHTPOJIbHbIN ABnaetcsa 6e3onacHbIM
obpasey N 2 AN KOHEYHOro nosb3oBaTens
Pacwmndpoeka o603HaueHun: H302 — BpeaHo npwu npornateiBaHmn; H315 — Bbi3biBaeT pasgpaxeHue
Koxu; H319 - Bebi3biBaeT pasgpaxeHue rnas; H412 - BpeaHo Ana BOAHbIX OpraHW3MoOB C

AONTOCPOYHbIMK NoCNeACTBUAMMN.

A3ng HaTpusa MeHee 0,1%

Mpun paboTte c HAbOpOM peareHTOB ClieayeT UCMNOoIb30BaTb CPEACTBA MHAMBUAYAIbHOM
3aWnTbl ANa NpeaoTBpaLleHnss KOHTaKTa C OpraHM3MoM 4vesioBeka. Nocne oKoH4YaHus paboThbl
TWAaTeNbHO BbIMbITb PYKUK. M36eraTb KOHTaKTa C KOXeW, rnasamm n Can3nctbiMm o06ono4kaMm,
He rnotatb. lpu aBapuiHbIX CUTYaUMUsIX BO3MOXHO cheaytouee: pasgpa)KeHue KOXW WU
CNN3NCTOM 060/10UKM a3 y YyBCTBUTENbHbIX INL. MNpn KOHTaKTe MPOMbITb MOPaXXeHHOe MecTo
BOAOM N 06paTUTbCA 3@ MEAMLMNHCKOM MOMOLLbIO.

Mpn ncnonb3oBaHMM NO HAa3HAYEHUIO N COBNOAEHUN MEP NPEAOCTOPOXKHOCTN KOHTAKT
C OpraHM3MOM YesioBEeKa UCKITOYEH.

He ncnonb3oBaTtb Habop peareHTOB:

— NPV HapyLWeHUM YyCNOBUIA TPAHCNOPTUPOBAHNA U XpPaHEHUS;

— MpU HECOOTBETCTBUM BHELWIHErO0 BWUAA peareHToB, YKasaHHOro B nacnopte K Habopy
peareHToB;

— MpW HapyLweHnn BHYTPEHHEN YNaKOBKN KOMMOHEHTOB Habopa peareHToB;

— MO UCTedyeHUnto CpoKa rogaHoCTun Ha60pa peareHTos.

MpumeyvaHne - Ha6op peareHToB He coaAepXXUT MaTepunanoB 6rnonornyeckoro MponcxoxXxaeHus4,
BelecCTB B KOHUEHTpaUunax, obnagatowmx KaHUepOoreHHbIM, MyTareHHbIM [ENCTBMEM, @ TaKXe BAUSIOLWMX
Ha penpoayKTUBHYHO d)YHKU,MIO yenoseka. lMpu MCNOMb30BaHUM MO HA3HAYEHUIO U cobnoaeHumn Mep

NPeAOCTOPOXHOCTUN ABNAETCA 6e3onacHbIM.
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5 OBOPYOQOBAHME N MATEPUAIDbI
Mpn pabote c HabopoMm peareHToB TpebylTca cneaywwme obopyaoBaHue u
MaTtepuansbl:
dacoBka S, | PacoBka S,
O6opynoBaHue 1 pacxogHblie MaTepuanbl dacoBka A
cTpMnbl npo6upku

MnuP-6okc Aa na fal
AMnndukaTop getektmpyowmn «4ATnpanm»

mMoandukaumsa «Tnpanm *M*»

(Moandukaums «A4Tnp ) na na na
000 «HMNO AHK-TexHonorus», Poccus,

PY N2 ®CP 2011/10229

AMnnudukaTop getekTupyrowmnin «4ATnant»

mMoandukauma «4Tnpanim *S*»

(Mmoandukaumsa «4Tnp )i na na na?
000 «HMNO AHK-TexHonorusa», Poccus,

PY N2 ®CP 2011/10228

MUKpoLEeHTpudyra-BopTeKkc ha Aa aa

OTOp AN MUKpOUEeHTpudyrm-sopTekca ans

poTop 4 poueHTpudy “BOp a na Het a3
CTpUNoBaHHbIX Npobupok o6vémom 0,2 Mn

XOJIOANITBHUK C MOPO3UJIbHOM KaMepow Aa aa na
wTatmB «pabouee MecTo» A5 Npobupok o6vEMoM 0,2 Mn HeT ha HeT
wraTme «paboyee MecTo» A/ CTPUNOBAHHbLIX NPO6MPOK 3

N ha HeT ha

o6bémom 0,2 mMn

wratme «pabouyee MmecTo» Ans Npobupok o6bémom 1,5 mn aa aa aat
wTaTuB «pabouee Mecto» Ana Npobupok o6vémom 2,0 mn 1

HeT HeT aa

t0604YHbIX

[03aTOpbl MEXaHMYECKME WU SN1eKTPOHHbIE NepeMeHHOoro

o06béma, nosponswme oTbmpaTb 06BHEM XKMAKOCTU aa aa aat
2,0-20 mkn, 20-200 mkn, 200-1000 Mkn

0AHOpPa30Bble HAKOHEYHUKN C PUNLTPOM ANs

noslyaBTOMaTU4eCcKMx A403aTopoB, cBoboaHble oT PHKas un ha na nat
OHKa3, 06bémom 20 Mk, 200 mkn, 1000 mkn

WwTaTMB AN 403aTOPOB aa aa aat
Npobupkn MnKpoueHTpudyxHble 06béMom 1,5 mn; 3 3 al
2,0 Mn ¢ kpblwkamm, ceoboaHblie oT PHKa3 1 I1HKa3 A A A
OAHOpa30Bble MepyaTkn MeanumMHCcKne, 6e3 Tanbka

AHOP p ANy ’ ’ na na na
TEeKCTYpUpOBaHHbIe

éMKOCTb ANna cbpoca Mcnonb3oBaHHbIX HAKOHEYHUKOB, na na na
Npobmnpok 1 Apyrnx pacxogHblX MaTepuasnos

YcTporictBo gosupyowee ATCTpUM B BapuaHTte

ncnonHenus *M4, OO0 «HMO AHK-TexHonorus», Poccus, HeT HeT nat
PY N2 P3H 2015/2982

0AHOpPa30Bble HAKOHEYHUKN C PUNLTPOM ANs

posupytowero ycrponcrea ATctpuM, ceoboaHblie oT PHKas 4

.. HeT HeT na

n AHKa3, 06béMomM 200 MK NN peKoMeHAoBaHHble Ans

@HaNOrM4YHOro NCNOAb3yYEMOro A03MPYHOLLEro YCTPONCTBA

YCTPOWNCTBO 415 3aneyaTtbiBaHus niaHweToB ATnak s

HeT HeT aa

(000 «HMO AHK-TexHonormus»)

eHTpudyra ¢ RCF He Huxe 100, c agpanTepoMm Ans

ueHTpudy (9) , can pom A Her Het fa5
MWUKPOMJIaHLWETOB

TOJIbKO AN1A PYYHOro Ao3npoBaHua

npun ncnonb3oBaHuM CTpuUnos
- TO/IbKO ANnd aBTOMatTu3npoBaHHOIo A03NpoBaHuA
- Npn Ncnonb3oBaHn MUKPONJIQHLLETOB

ua A W N =
1

- TO/IbKO ANA py4YHOro Ao3npoBaHuMsa C NCNoJ1b30BaHUEM CTPpUNOB
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dacoBka S, | PacoBka S,

dacoBka A
CcTpMnbl npo6upku

O6o0pyanoBaHMe n pacxogHblie MaTepualbl

nosvMepHas TepMonaeHkKa Ans 3anedyaTtbiBaHMs
MUKpOMaHWeToB 96 NyHOK

MUKpOMAaHLWeT 96 NYHOK? UAn Npo6UpKU CTPUMNOBaHHbIE
06béMoM 0,2 M U KPbIWKKN K NpobupKaM CTPUIMOBaHHbIM, HeT HeT na
cBoboaHble oT PHKa3 u HKa3
Habop peareHToB ANns BblaeneHns AHK u3 6nonormyeckoro Matepmanas:

- Habop peareHToB ans sbiaeneHuns AHK yenoBeka ns cyxux naren kposu (MPOBA-LNTO C),
000 «OHK-TexHonormus TC», PY N° P3H 2021/14367;

- Habop peareHToB ans sbiaeneHuns AHK MPOBA-MY MAKC, 000 «[HK-TexHonorusa TC»,

PY N2 P3H 2021/14391;

- Habop peareHToB ans sBbiaeneHuns AHK yenoseka us cyxux narteH kposu (MPOBA-MY-CIN DWP),
000 «AHK-TexHonormnsa TC», PY N2 P3H 2023/19623.

HeT HeT nal

6 AHANTU3NPYEMbIE OBPA3LLbI

6.1 MaTepuan gns nccnenoBaHus

Ona wnccnepoBaHMs UCMONb3YHOT CyxuMe NATHa KPOBM wan  obpasubl  LesbHOM
nepudepnyeckor Kposu.
OrpaHuuyeHune MeTopa - BHYTPUBEHHblE WMHBLEKUWM renapuHa, MHPY3uM npenapaTtoB Ans
napeHTepanbHOro NUTaHMsA MeHee 4YeM 3a 6 4YacoB A0 UCCNeaoBaHuS.

MpunmeuvaHune - B3saTne, npeaBaputTenbHyto o06paboTky, XpaHeHMe W nepeBoO3Ky, nepesavy
nccnenyemMoro Matepuana B ApYrMe  opraHuMsauMm  OCYLLECTB/ISAIOT  COM1aCHO  MHCTPYKTMBHO-
MeToAMYECKUM [OKYMEHTaM, pernaMeHTUpYLWMM BbINOSIHEHME WCCIeAOBaHMN B COOTBETCTBUM C
TpeboBaHmamm MY 1.3.2569-09 n CanlunH 3.3686-21.

6.2 B3aTne matepmana Ha nccnegoBaHue

BHUMAHME! lNepea Bbigenenmem JHK mMoxeT noTpeboBaTbCs npeaBapuTenbHas NOAroToBKa

obpas3uosB buonormyeckoro matepunana (cm. 6.4).

6.2.1 Cyxue naTHa KpoBMU

B3aTve KpoBW HOBOPOXAEHHbIX AN MNONYYEHUS CYyXOro NATHa KPOBM OCYLLECTBASIOT
B COOTBETCTBUM C pekoMeHaauusMmu no 3abopy KpoBu npu npoBefeHUM MaccoBOro
obcnenoBaHMsl HOBOPOXAEHHbLIX JeTed Ha HacneacTBeHHble 3aboneBaHus W
WHCTPYKUMSIMM MpousBoauTeneir Kk 6yMaxHbIM GUbTPOBasbHbIM TecT-61aHKkamM?,
3apernMcTpmpoBaHHbIM B YCTAHOBIEHHOM MOpsiAKe.

Ha 6yMaxHbIh HocuTenb (TecT-6/1aHK) HAHOCUTCA KPOBb B KOAMYECTBE, A4OCTaTOYHOM
ONg nonydyeHus naTHa AnaMeTpoM He MeHee 1,0 cM, NpuM 3TOM KpOBb AOJ/XKHA
nponutaTbh 6ymary HackBo3b. lNocne HaHeceHMs obpa3ua TecT-6/1aHK BbICYLLUMBAETCA
B FOPM30HTASIbHOM MOJIOXKEHUM HA YUCTOM 06E3XKMPEHHON MOBEPXHOCTU B TeyeHue

He MeHee 2 4yacoB 6e3 NpMMeHeHMs AOMOJIHUTENbHOM TennoBon 06paboTku.

! - npu MCNoNb30BaHMM MUKPOMIAHLLETOB

2 - He Ucnosb3yeTcs AN AeTeKTUpylolwero aMmnandukatopa «ATnanT»

3 - BO3MOXHOCTb WCMOJIb30BaHWS Habopa peareHToB Ans BblaeneHus [AHK onpegensietca BuAOM
6buonornyeckoro Mmatepmana

4 - B Xxo4e K/IMHUYECKMX WCMbITaHUI npousBoauTeneMm 6binvM BanuMaMpoBaHbl creaylolmne 6yMaxHble
dunbTpoBanbHblie TecT-6n1aHku: KapTta ans 3abopa n TpaHcnopTUpoBku 6uonormyeckoro Mmatepuana no
TY 9398-001-63802255-2016, OO0 «[IpuHB3H>», Poccnsa (PY N? P3H 2017/6431).
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BHUMAHME! He ponyckaetcs npsiMoe nonajaHWe CONHEeYHbIX nydyen (ynbTpaduoneta),

TEennoBOe BO3AENCTBME W MonafjaHue Bnarnm Ha obpasubl CMK BO BpeMs BbiCyLUMBaHUS U

XpaHeHus!

6.2.2

LlenbHas nepudepnyeckas KpoBb

B3atne uenbHoOW nepudepunyeckoin KpoBuM NMPOBOANTCS B BaKyyMHble MJacTUKOBbIe
npobupkn TMna Vacuette obvémom 2,0 wam 4,0 mn c gobaBneHHOW B KadecTse
aHTUKoaryfnsHTa Conbld  3TuneHamamuHTeTpaauetata (3ATA) B KOHEYHOM
KoHUeHTpauumn 2,0 Mr/mn. B KayecTBe aHTUKOarynsiHTa AONycCKaeTcs TaKxke
NCNONb30BaHWe uuTpata HaTpusa. [On9 nepeMelimBaHMs KPOBW C aHTUKOArysassHTOM

nocne B3SiTUS MaTepuasna Heob6xoaAMMO NepeBepHyTb Npobupky 2-3 pasa.

BHUMAHME! He gonyckaeTcs nCcnosnb3oBaHMe renapmHa B Ka4yecTBe aHTUKOarynsaHTa.

6.3
6.3.1

6.3.2

6.4

TpaHcnopTMpoBaHue U xpaHeHue obpa3yos 6nonormyeckoro matepuana

Cyxune naTHa KpoBu

Ona npepoTBpalleHns 3arpsa3HeHns N NepekpECTHON KOHTaMUHauuu TecT-6naHku ¢
NATHaMW KPOBW NOC/e NPOCYLWNBaAHNSA MHANBUAYANbHO YNaKoBbIBAKOTCS.
TpaHcnopTMpoBKa W XpaHeHue 06pasuoB CyxMX MSATEH KPOBWM Ha TecT-b6raHkax
NpOBOAUTCS B COOTBETCTBUU C MHCTPYKLUAMU MPOU3BOAUTENEN.

LenbHas nepudepnyeckas Kposb

[onyckaeTcs TpaHCnopTUpOBaHue U XpaHeHne 06pasuoB npu Temnepartype ot 2 °C
no 8 °C He 6onee 24 vyacoB. B cnyyae HEBO3MOXHOCTM AOCTaBKWM Matepuana B
nabopatopuio B TeyeHuMe CyTOK JOoMycKaeTcs OAHOKpaTHOe 3aMOpaXXuBaHue
MaTepuana. [JonyckaeTcsa XpaHeHWe 3aMOpPOXEHHOro Matepuana npu TemnepaTtype

oT MuHyc 18 °C go MunHyc 22 °C B TeyeHUe 6 MecsLEeB.

MoaroToBKa Cyxux nateH Kposu aAnd sbigenenHna AHK

BHUMAHME! [na Bbinenenus OHK Tpebyetcs Tpu ancka obpasua Cyxol KpoBM AMaMETPOM
3,0-3,2 mMMm.

BboibnBaHme amnckos m3 obpasuoB CIK BbIMONHAETCS C MCMOJIb30BaHMEM PYYHOrO
MnAn aBToMaTuMyeckoro nepdopatopa B npobupku 1,5 mn (ana Habopa peareHToB
«MPOBA-LUUTO CM») wmnm rnybokonyHO4YHbIM nnaHweTt (Ans Habopa peareHToB
«MPOBA-MY-CIN DWP»).

BbibuTble ANCKM [O/MKHbI ObiTb MOJIHOCTLIO MPOMUTaHbl KpPOBblO. PekomeHAayeTcs
BblbMBaTb AWCKWM W3 UeHTpanbHOM o065acTM ngaTHa, He 3axBaTbiBas ob6nactb
OrpaHmymBatoLEen Kpacku.

Mpn wncnonb3oBaHWM py4vyHOro nepdopaTopa AN CHUXEHUS pUCKa Kpocc-
KOHTaMmHauum npob nepen BbibMBaHMEM ANCKOB M3 Kaxgoro Hosoro ob6pasua CIMK

pekoMeHayeTcs aenatb 2-3 BbICEYKM Ha YMCTOM ydacTke GuIbTpoBanbHOW 6yMaru.
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7 NMPOBEAEHUE AHAJTU3A

7.1 Boigenenne AHK 13 6mMonormyeckoro matepuana
Onsa Bblgenenns OHK un3 obpasuoB Cyxux NsSTEH W LEbHOW KPOBWM WCMNONb3YHOT
Habopbl peareHToB Ans Bblaenenmss OHK, 3apeructpupoBaHHble B PO B yCTaHOBAEHHOM

nopsiake (cMm. Tabnuuy 3).

Tabnuuya 3 - Habopbl peareHToB ansa BbigeneHna AHK, BanmampoBaHHbie 415 COBMECTHOrO

ncnosab3oBaHusa ¢ Habopom peareHToB HeoCkpuH SMA/TREC/KREC.

CoBMecTuMasn pacoBka
Ha6op peareHTtoB, PY Bnomartepmnan Habopa peareHTOB
HeoCkpuH SMA/TREC/KREC

Habop peareHTOB AN BblAeNeHUs
OHK yenoBeka 13 cyxmx nateH KpoBu
(MPOBA-MY-CIN DWP), Cyxue ngaTHa KpoBu dacoska S, dacoseka A
000 «HK-TexHonoruna TC»,

PY N2 P3H 2023/19623

Habop peareHToB ANns BblAeneHUs
OHK yenoBeka U3 cyxnx NaTeH KpoBu
(MPOBA-UNTO CIn), Cyxue ngaTHa KpoBu Qacoska S
000 «[HK-TexHonorusa TC»,

PY N° P3H 2021/14367

Habop peareHToB ANn4 BblaeneHus
OHK MPOBA-MY MAKC

LlenbHasa

rno TY 21.20.23-106-46482062-2019, nepudepuIeckas KpoBb dacoBka S
000 «[HK- TexHonoruns TC», P P P
PY N¢ P3H 2021/14391
BHUMMAHMWE!
1. OgHoBpeMeHHO C BbigeneHvem [OHK un3 6uonornmyeckoro martepumana Heobxoammo

NOAroTOBMUTb OTPULATENbHbIA KOHTPONbHbLIA obpaseuy, U NpoBecTM ero 4epes BCe ITanbl
npob6onoaroToBkn. 5 3TOro pekoMeHAYeTCsS MCMNoNb30BaTb OTpuUUATENbHbIN KOHTPOJbHbIN
obpaseul, Bxoasawmm B coctas Habopa peareHToB A1 BbigeneHna HK B 06béMe, yKazaHHOM
B MHCTPYKLUMWN NO MPUMEHEHUNIO COOTBETCTBYIOWEro Habopa peareHToB.

2. Mpu ncnonbsosaHun Habopos BbiAeneHnsa AHK HeBanuauMpoBaHHbIX AS9 COBMECTHOr0
ncnonbloBaHma ¢ Habopom peareHToB HeoCkpuH SMA/TREC/KREC npowusBogutenb

He rapaHTUPYET KOPPEKTHYIO MHTEpPNpEeTaLMio pe3ynbTaToB UCC/IeA0BaHUS.

7.1.1  UenbHasa nepudepunyeckas KpoBb
BoigeneHne AHK w13 uenbHOW KpOBM BbINOMHAETCA C WUCNONb3oBaHWeM Habopa
peareHToB [MPOBA-MY MAKC B COOTBETCTBUM C WHCTPYKUMENA MO MNPUMEHEHMIO.
B kauecTBe OTpuULATENbHOrO KOHTPONbLHOrO obpasua pekoMeHAYyeTCs UCMNOob30BaTb

OTpULATENbHbINA KOHTPONbHbIA 06pa3ew n3 Habopa peareHtos NMPOBA-MY MAKC.
BHUMAHME! Snwouunto AHK cneayet nposoantb B 100 Mkn 6ydepa Ana pacTBopeHus.

MonyyeHHbln npenapat OHK MOXHO xpaHuTb npu TemnepaTtype oT 2 °C pgo 8 °C
He 6onee ceMun CyTOK UK Npu TemnepaType oT MMHYC 18 °C ao MUHycC 22 °C He 6onee

OAQHOIro Mecsaua.
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MpunmeyaHne - Ecnu npepgnonaraetca XpaHuTb npenapat OHK 6onee cemu cytok, Heobxoammo

nepeHecTn HaZo0CaA0YHYH XMUAKOCTb B HOBYIO MPO6MPKY.

7.1.2 Cyxue naTHa KpoBu
Boigenenme AHK n3 cyxmx NsSTeH KPOBW BbIMOJHSAETCSA C UCMOSb30BaHWEM Habopos
peareHtos [IPOBA-UUTO CIl wnn T[POBA-MY-CIT DWP B coOTBEeTCTBUM C
WMHCTPYKLUMSMU MO NPUMEHEHMIO.
Mony4deHHbin npenapat OAHK MoxHO xpaHuTb npu Temnepatype oT 2 °C go 8 °C
He 6onee ceMn CyTOK unu npu temnepartype oT MuMHycC 18 °C go MuHyc 22 °C He bonee

OAQHOIro Mecgdua.

7.2 MoarotoBka u nposeaeHume MNLUP. ®acoBka S
BHUMAHME!
1. Mpn NnpoBeaeHNM BCEX NOCNEAYOWNX AENCTBUI cnenyeT nsberaTb BO3AENCTBUSA MPSAMbIX

COSTHEYHbIX Jly4yel Ha NpobupKM Co cMecbto Ana amnandukaumm!
2.  Mpu ncnonb3oBaHnM Habopa peareHTOB B BapuaHTe UcnonHeHus «®acoska S, cTpunbl»,
cnepyeT cTporo cobnogaTb KOMMIEKTHOCTb CTPUMOB M KpblWeK K HMM. He ucnonb3oBaTb

KPbILWKKX K CTpMNam 13 apyrnx Habopoe peareHTos!

7.2.1 T[poMapkupynTe no oaHON npobupke/CTpUnoBaHHOM npobupke CO CMecCbl AN
amnnmdukaumm, 3anedyaTaHHoOn napaduHoOM, ANS Kaxaoro HemssecTHoro obpasua,
oTpuUaTeNbHOr0 KOHTponbHOro o6bpasua (K-), NOMOXWUTENbHOro KOHTPOSIbHOMO

o6bpasua N2 1 (K+N21) n nonoxuntenbHOro KOHTposibHoro obpasua N2 2 (K+N92).

BHUMAHME! KonnuyecTBo peareHTOB paccuMTtaHo He 6onee 4yeM Ha 24 MOCTAHOBKM Mpwu
ycnosumn BapuabenbHOro KosmyecTBa Heum3BeCTHbiX obpasuoB, 1 oTpuuaTenbHOro

KOHTPOJZIbHOTO 06pa3L|,a M 2 NONOXKUTENbHbBIX KOHTPOJIbHbIX 06p33LI,OB B Ka)J0M NOCTaHOBKe.

Mpumep:
Heobxoanmo npoaHanunsupoBatb 5 obpasuos. HyXHO npomMapkupoBaTb 5 npobupok
ONs Hen3BecTHbIX 06pa3uoB; oaHy NpobupKy ANns oTpuuaTenbHOro KOHTPOJSIbHOMO
obpasua «K-» mn pgBe npobupkm Ans NOAOXKUTENbHbIX KOHTPOJbHbIX 06pa3uos
«K+N21», «K+N922», Obwiee konnyecTtso npobupok — 8.

7.2.2 BcTrpsaxHuTte npobupkn c TUP-6ydepom un nonumepasonn TexHoTaq MAX Ha
MUKpOLEHTpUdyre-soptekce B TeyeHue 3-5 ¢ u  ueHTpudyrnpymnte Ha

MUKpOLEeHTpUdyre-sopTekce B TedeHne 1-3 c.

BHUMAHME! T[lonumepasy TexHoTaq MAX cneayeT AocTaBaTb M3 MOPO3W/IbHOM Kamepbl

HenocpeacTtBeHHO nepea ncnosib30BaHNEM.
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7.2.3 MNpurotoBbTe cMecb [MLP-6ydepa c nonumepason TexHoTaq MAX. [Ans 3Toro
CMellaliTe B OTAENbHOM 04HOPAa30BoOM Npobupke:
e 10x(N+1) mkn MUP-6ydepa,
e 0,5x(N+1) mkn nonumMepasbl TexHoTaq MAX,
raoe N — KOnnm4yecTBo NMPOMApPKMPOBAHHbBIX NMPOBMPOK C YYETOM «K-», «K+N21» u
«K+N22»,
Mpumep:
Heobxognmo npoaHanuampoBaTb 5 Heu3BecCTHbix o06pa3uoB, «K-», «K+N°2%1» u
«K+N92». NMpoMapKkMpoBaHHbIX Npobupok — 8.
HyxHo npurotoButb cMech MUP-6ydepa u nonmmepasbl TexHoTaq MAX ansa 9 (8+1)
npobupok, T.e. 90 mkn MUP-6ydepa + 4,5 Mk nonnmepasbl TexHoTaq MAX.
7.2.4 BcrpsixHuTe npobupky C npurotoerneHHom cmecbto [MUP-6ydepa n nonnmepassl
TexHoTaqg MAX Ha  MuKpoueHTpudyre-sopTekce U  UeHTpudyrupymnTe Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHue 3-5 c.

BHUMAHME! Cwmecb [LP-6ydepa n nonnmepasbl TexHOoTaq MAX HeobxogmMmo rOTOBUTb

HENOCpeACTBEHHO Nepe UCMNOJZIb3OBAHNEM.

7.2.5 [JobaBbTe BO BCe MNpoMapKMpoBaHHble MNpobupkm (BkAYas <«K-», «K+N21» un
«K+N92»), He noBpexpaas cnon napadwuHa, no 10 mkn cmecn [LP-6ydepa un

nonnmepasbl TexHoTaq MAX.

BHMUMAHME! He ponyckaeTcsi xpaHeHue CTPUNoB CO CMecblo Ans amnauvdukauum nocne
pobaeneHuns B HUXx cmecu MUP-6ydepa n nonnmepasbl TexHoTaq MAX, nocne no3npoBaHus

Heob6xoanMo cpasy BbIMOAHUTL 7.2.6- 7.2.12.

7.2.6 [JobaBbTe B Kaxayw npobupky no oaHon kanne (okono 20 MKNA) MUHepanbHOro
Macna. 3akponTe Nnpobupku/cTpunsl.

7.2.7 BcCTpsixHMTe NpobupKM C MNOAOXKMUTENbHbIMW KOHTPOJIbHbIMM ob6pa3suamm «K+N21»,
«K+N92» Ha MukpoueHTpudyre-sopTtekce B TedeHue 3-5 ¢ U ueHTpudyrmpymnTe Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHue 1-3 C.

BHUMAHME!

1. Ecnn npenapatbl AHK XpaHunucbe oT MUMHYC 18 °C go MuHyc 22 °C, To ux cnegyet
pa3Mopo3uUTb MNpu KOMHaTHoOM Temnepatype (o1 18 °C go 25 °C) wau npum TemnepaTtype
oT 2 °C go 8 °C. [lonyckaeTcs ToNbKO O4HOKpAaTHOe pa3MopaxunsaHue npenapata AHK.

2. Mpu ucnonb3oBaHun ans sblgenenms OHK Habopa pearentoB MPOBA-MY-CIl DWP
cnepnyet ueHTpudyrmposaTb ryb0KoyHOUHbIN niaHweT ¢ npenapatamm OHK npu RCF(g) 150
B TedeHune 30 ¢, CHATb 3alUUTHYIO MNEHKY U NepeMellaTb UX NUNeTupoBaHmem 3-5 pas.

3. Mpwu ncnons3osaHun ansa sbigeneHnsa AHK Habopos peareHTos NMPOBA-LIMTO CIM cneayet
BCTPSIXHYTb Npobupku ¢ npenapatoM JHK 1 oTpuuaTenbHbIM KOHTPOIbHLIM 06pa3uoM «K-» Ha
MUKpoLEeHTpUdyre-sopTekce B TeyeHue 3-5 ¢ n ueHTpudyrMpoBaTb Ha MUKpoOUEeHTpudyre-

BOpPTEKCE B TeueHne 1-3 c.
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4, Mpn wncnonb3oBaHun ana BbigeneHna OHK Habopa peareHtos [MPOBA-MY MAKC
HeobxoanmMo uUeHTpudyrmpoaTb npobupkn ¢ npenapatom [OHK w©n  oTpuuaTenbHbIM
KOHTPONbHbIM 06pasuomM «K-» Ha MUKpoueHTpudyre-soptekce B TedeHue 1-3 ¢, 3aTtem
noMectTutb npobmpkmn c npenapatom AHK B MarHuTHbI wTatue. B cnydyae ecnu nocne
BblAENEHNS Haf0CafouYHas XUAKOCTb, codepxalwlas sblaeneHHyto AHK, 6bina nepeHeceHa B
HOBble MpobupkK, crefyeT BCTPSAXHYTb Npobupkm c npenapatom AHK u oTpuuaTenbHbIM
KOHTPO/SibHbIM  06pa3uoM «K-» Ha MuKpoueHTpudyre-soptekce B TedeHnme 3-5 c wu
LeHTpudyrnpoBaTb Ha MMKpoLeHTpUdyre-sopTekce B TedeHne 1-3 c.

5. Ona npepoTBpalleHUs KOHTaMuHauuu cnegyeT nepen BHeceHuem [HK oTkpbiBaTb
KPbIWKK TONILKO TeX NMPobupok, B KOTopble 6yaeT BHOCUTLCA AaHHbIM obpasel, U 3akpbiBaTb
MX nepen BHeceHWeM crefytowero. B canydae mcnonb3oBaHus CTPUMNOB cneayeT 3akpbiBaTb
KPpbILWKY CTpuna nocfie BHeCeHus B Hero obpasuoB nepen HavanoMm paboTbl CO CeayowmnM.
3akpbiBanTe nNpobupkn/cTpunbl NoTHO. Mpenapatel AHK 1 KOHTponbHbie obpa3ubl cnegyer

BHOCUTb HAaKOHEYHUKaMK C CbVIJ'IprOM.

7.2.8 BHecuTe B COOTBETCTBYKOLUME MNPOMapKUpOBaHHbIe NpobMpKK, He noBpexaasi Cnown
napacdwuHa, no 5,0 Mkn BblgeneHHoro n3 obpasuyos npenapata AHK. B npobupku,
npoMapkupoBaHHble «K-», «K+N21» n «K+N22» [JHK He BHOCMKTCA.

7.2.9 BHecuTe B npobupkKy, NpoMapKMpoBaHHyl «K-», He noBpexaas cnoin napaduHa,
5,0 MKA OTpuuUaTenbHOr0 KOHTPOJIbHOro obpasua, npowealero 3Tan BblAeNeHUs
OHK.

7.2.10 BHecuTe B npobupkun, npoMapknpoBaHHble «K+N21», «K+N22», He noBpexaas Cnon
napaduHa, no 5,0 MK COOTBETCTBYIOLLErNrO MNOIOXUTENBHOMO KOHTPOSIbHOro obpasua.

7.2.11 LUeHTpudyrmnpyiite npobmpkn/cTpunbl HA MUKpOLEHTpUdYyre-BopTekce B TeveHne 1-3 C.

7.2.12 YcrtaHoBuTe BCe npobupku/cTpunbl B 610K geTeKkTupytowero amnandukartopa.

7.2.13 3anyctute nporpaMMHoe obecneyeHne peTekTMpyluwero  amnaudukartopa.
MNpu nepBoMm npoBeaeHun MLP 3arpysuTe cooTBeTcTBYytOWMI TecT!. [anee u npu
nocneayowmMx NOCTaHOBKAaX CO34alTe COOTBETCTBYHOLMA MPOTOKON MCCeAOBaHUS:
YKaxuTe KONYecTBo 1 naeHtudukatopol 06pasuos, B TOM YNCe OTpULATENBHOMO U
MOSTIOXUTENbHbIX KOHTPOJIbHbIX obpasuos, oTMeTbTe pacnosioxeHue
npobmMpok/cTpunoB Ha MaTpuue TepMobsioka B COOTBETCTBMM C MX YCTaHOBKOW W
nposeguTe MLP. Mpwn BbibOpe TecTa Ao/mkHa oTobpa)xaTbCs NporpamMmma, npnBeaéHHas

B MNMpunoxeHun b.

1 - TecT Ana peTekTUpylowux amnaudukatopoB cepum AT cosgaétca nyTéM BBoAa NapaMeTpoB
(napaMeTpbl TecTa ykasaHbl B [punoxeHun B) unu npegoctaBnseTcsas npousBoaudTeneM Habopa
peareHToB.
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7.3 MoarotoBka u npoBeaeHue TMLP. ®acoBka A, C ucnoJsib30BaHueM
Ao3upyrowero ycrpoicrsa ATcTtpuMm (TONbKO ANSA AeTeKTUpylouwero amnamdpukartopa

AOTnpaiim)

BHUMAHME!

1. Mpwn NnpoBeAeHNM BCeX NOCNEAY WX AENCTBUI cneayeT nsberatb BO34ENCTBUSA MPAMbIX
COJIHEYHbIX Sly4yeil Ha NpobupkM co cMmecbto Ans amnnmdpukaumnm!

2. dacoBka A C NCNOsb30BaHNEM A03MPYLOLWero ycrtpoincrea ATCcTpuM npeaHasHayeHa ans

OAHOBpPEMeHHOM NoCcTaHoBKM 96 06pa3LoB, BKOYAs KOHTPOAbHble 06pa3ubl.

7.3.1 Mpomapkupyinte 12 ctpunoB\ 96 cTpuMnoBaHHbIX Npobupok ob6bEMOM 0,2 MA uam
MUKponaaHweT 96 JyHOK AN Heu3BeCTHbiXx 06pas3yoB, oTpuuaTenbHOro
KOHTpONbHOro obpa3sua «K-» KM NOAoXUTENbHbIX KOHTPOJIbHbIX 06pa3uoB «K+N21»,
«K+N22».

7.3.2 TwaTenbHO nepeMewanTe coaepxmmoe nNpobupok co cMecbio ans amnandukauum
Ctpum, MUP-6ydepom CtpuM-STK M NONOXKUTENbHBIMU KOHTPOJIbHLIMX 06pa3suamu
«K+N21», «K+N92» Ha MukpoueHTpudyre-soptekce B TeyeHume 3-5 ¢c wu
ueHTpudyrmpymnTe npobmnpkm Ha MUKpoLEeHTpUdyre-sopTekce B TedeHme 1-3 C.

7.3.3 UeHTpudyrmpyinte npobupkm ¢ MMHEpPanbHbIM MAc/ioM 1 nonnmepason TexHoTaq MAX

Ha MUKpOLIEHTpUdYyre-BopTeKkce B TeyeHue 1-3 c.

BHMUMAHME! lMonumepasy TexHoTag MAX Heo6xoAMMO AOCTaBaTb M3 MOPO3WUbHOM KaMmepbl

HENOCPpeACTBEHHO Nepe UCNOJZIb30OBAHNEM.

7.3.4 YcTtaHoBuTe NpobMpKKU CcO cMecblo Ansa amnandukaumm Ctpum, MNUP-6ydepom Ctpum-
STK, MuMHepanbHbIM MacsioMm, nonmMmepason TexHoTaq MAX M MONOXMUTENbHbLIMU
KOHTpPONbHbIMK 0b6pasuamm «K+N21», «K+N22» Ha pabouwni cton OATCTPMM, CHUMUTE

KPbILWKN NpO6UpoK.

BHUMAHME! CoxpaHsainTe KpbIWKN NPpO6UPOK OT peareHTOB M NMO0XUTENbHbIX KOHTPOJIbHbIX
06pa3uoB 40 OKOHYaHMA Ao3mnpoBaHus. MNepen ytunmnsaumein HeobxoaAnMMo 3aKpbiTb NPOSMPKK

KpblLWWKaMN.

7.3.5 YcraHoBuTe nnaHweTt ¢ obpasuamm [OHK, wTaTtmBbl C HAaKOHEYHMKAMWU, a TaKxXe
CTpUNbl MAM MUKponaaHweTr 96 nyHoK Ha pabounit crton ATcTpuM, npoBeauvTe
A03MpOBaHME KOMMOHEHTOB COrflacHoO cueHapuio ansa Habopa peareHToB HeoCkpuH
SMA/TREC/KREC B BapuaHTe ncnonHeHus dacoska A.
7.3.6 B cnyyae ucnonb3oBaHUS MUKpPOMIaHLWeToB 96 NYHOK:
7.3.6.1 MoMecTUTe akKypaTHO, He BCTpSAXMBas, MUKporsiaHweT 96 NyHOK B MNOASIOXKY
YyCTpOWMCTBa A4 3anevaTbiBaHus niaaHweToB ATnak.

7.3.6.2 MpoBeanTe  3anedaTbiBaHWe  MUKponiaHwetra 96  AYHOK  MNOMMMEPHOM
TEPMONIEHKON COrnacHo MHCTPyKUun K npmbopy ATnak.

7.3.6.3 LeHTpudyrmnpynte MmnukponnaHwet 96 nyHok npu RCF(g) 100 B TeueHue 30 c.

7.3.7 B cny4yae ucnosnb3oBaHUA CTPUNOB:
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7.3.7.1 MNOTHO 3aKpoWTe CTPUNBbI.

7.3.7.2 LeHTpudyrmpyinTte BCce CTpUMnbl Ha MUKpPOLEHTPU@Yyre-sopTekce B TedeHune 3-5 C.

7.3.8 YcTaHoBMTE CTpunbl WNM MUKponaaHweT 96 nyHok B 670K AeTeKTMpytoLero
amnnudukaTopa.

7.3.9 3anyctute nporpamMMHoe obecrneuveHwe  AeTekTUpylowero  amnamdukatopa.
Mpwn nepBoM npoBeaeHun [MLP 3arpysuTte cooTBeTcTBYlOWMUA TecT!. [Janee un npwu
nocneayowmx NOCTaHOBKaxX CO34alTe COOTBETCTBYHOLWMA MPOTOKON MCCIeAOBAHUS:
YKaxuTe KONYecTBo U naeHtudukatopol 06pasLos, B TOM YNCe OTpULATENBHOMO U
NOSIOXUTENbHBLIX KOHTPOJSIbHbLIX 06pasuoB, OTMEeTbTe pacrnosioxeHue obpasuoB Ha
MaTpuue TepMob/aoKa B COOTBETCTBMM C MX YyCTaHOBKOM u nposeaute [MLP. Mpu

Bbibope TecTa Ao/mkHa oTobpa)xaTbCs nporpamma, npmeeaéHHas B MNpunoxeHun b.
7.4 MoarotoBka u npoBeaeHue MNMLUP. ®acoBka A, py4yHoe fOo3MpoBaHue

BHMUMAHME! lNpun npoBeaeHnn BCEX NOCNEAYOWMX AENCTBUN cneayeT nsberatb BO34ENCTBUSA

MPSAMbIX COIHEYHbIX Ny4Yen Ha Npobupkm co cMecbto ans amnamdukauymm!

7.4.1 TlpoMmapkumpynTe Heobxogmmoe KOJMYEeCTBO OAHOPA30BbIX CTPUMOBAHHbIX MPObUpPOK
o6bémMoM 0,2 M MAM MUKpOMIaHWET 96 NYyHOK ANs Heu3BeCTHbIX 06pa3uos,
OTpULATENbHOrO KOHTPONbHOro obpasua (K-) u NOMOXUTENbHbIX KOHTPOSbHbIX

ob6pasuoB «K+N21», «K+N92».

BHUMAHME! KonuyecTtBo peareHToB paccyMTaHO He 6Honee 4yeM Ha 5 noctaHoOBOK npwu
ycnosun BapuabenbHOro KosmMyectBa HEW3BECTHbIX obpa3uoB, 1 oTpuuaTenbHOro

KOHTPOJZIbHOTO o6pa3ua M 2 NONOXKUTENbHbIX KOHTPOJIbHbIX O6pa3LI,OB B KaXk4AoM NoCTaHoOBKe.

Mpumep:
Heobxoanmo npoaHanusunposaTb 5 obpa3uos. HyxHO npoMapkmpoBaTb 5 npobupok
ONs Hen3BeCTHbIX 06pas3uoB; oaHy NpobupKy ANs OoTpuuaTeNbHOro KOHTPOJIbHOMO
obpasua «K-» un gBe nNpobupku ANS9 MONOXUTENbHbIX KOHTPOJIbHbIX 06pa3uos
«K+N91», «K+N22», Obwee Konmyectso Npobnpok/nyHOK MMKponnaHweTa- 8.
7.4.2 TwaTenbHO nepemewanTe cogepxmmoe nNpobupok co cMmecblo ansa amnandukaumm
Ctpum, NUP-6ydepom CTpum-STK 1 NonoXntenbHbIM KOHTPOJIbHbIM 06pa3uom N2 1 un
MOJSIOXUTESNbHLIM KOHTPOJIbHbIM 06pa3uoM N2 2 Ha MuKpoueHTpudyre-BopTEKCE B
TeyeHme 3-5c mn ueHTpudyrupymte npobmpkn Ha MUKpoUEHTpudyre-BopTekce B
TeyeHue 1-3 c.
7.4.3 LUeHTpndyrmpynte npobmnpku ¢ MmHepasbHbIM MacioM 1 nonnMepason TexHoTaq MAX

Ha MUKpoueHTpudyre-sopTekce B TeyeHme 1-3 c.

BHUMAHME! [llonumepasy TexHoTaq MAX Heo6xoaAnMMO AOoCTaBaTb U3 MOPO3UbHOMN KaMephbl

HenocpeacTtBeHHO nepen ncnosib30BaHUEM.

1 - TecT Ana peTekTUpylowux amnaudukatopoB cepum AT cosgaétcs nyTéM BBoAa MNapaMeTpoB
(napameTpbl TecTa ykasaHbl B [lpunoxeHun B) wunuM npepocTaBnsieTcs MpousBoauTesnieM Habopa
peareHToB.
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7.4.4 MNpurotoBbTe cMmecb [UP-bydepa Crpmm-STK c nonumepasor TexHoTaq MAX wu
cMecbio ans amnavbukauum CTpum. s 3Toro cmewarnTe B OTAENbHON 0AHOPA30BOW
npobupke:

e 1,0x(N+1) mkn cmecn gna amnandunkaumm CTpumM;
e 29x(N+1) mkn NUP-6ydepa Ctpum-STK,
e 0,5x(N+1) mkn nonumepasbl TexHoTaq MAX,
rae N — KONMYecTBO MpOMapKMpOBaHHbIX MPO6MPOK/KOINYECTBO HEO6X0AUMbIX
JIYHOK MuKporiaHweTa € YYETOM «K-», «K+N21» 1 «K+N92»,
Mpumep:
Heobxognmo npoaHanu3npoBaTb 5 HemsBecTHbiX o06pasuo, «K-», «K+N21» u
«K+N22». lMpomapkupoBaHHbIXx Npobupok - 8. HyxHO npurotoButb cmecb [MLP-
6ydepa CtpuM-STK ¢ nonumepason TexHoTaq MAX u cMmecbio A8 amnandukauunm
Ctpum gna 9 (8+1) npobupok/nyHOK MuKponnaHweTa, T.e. 9,0 MKn cMecn ans
amnandukaumm Crpum, 261 mkn MNUP-6ydepa CtpumM-STK + 4,5 Mkn nonumepassbl
TexHoTaq MAX.

7.4.5 BcTpsAxHUTE nNpobupKy C NpurotosBneHHon cmecbio [LP-6ydepa Crpum-STK ¢
nonnumepason TexHoTaq MAX u cMecbto ana amnamdukauymm CTpuUM  Ha
MUKPOLEHTPpUdYre-BOpTEKCE U LEeHTPUdYrnpyiTe Ha MUKpOLEHTpUdyre-sopTekce B

TeueHue 3-5 c.

BHMUMAHME! Cwmecb MNUP-6ydepa CtpuM-STK ¢ nonumepason TexHoTaq MAX n cmecbio Ans

aMI'IJ'IVICbMKaLI,VIM CTpMM Heo6XxoAMMO roToBUTb HEMOCPEACTBEHHO NeEpe UCNOJZIb3OBAHUEM.

7.4.6 BHecuTe BO BCe NPOMapKMUpOBaHHbIE MPOBUPKN/AYHKM MUKponaHweTa (Bkatodasa «K-
», «K+N21» n «K+N22») no 30 mMkn cmecu MUP-6ydepa Ctpum-STK ¢ nonnmepasomn

TexHoTaq MAX n cMmecbto ana amnandukaummn Ctpum.

BHUMAHME! He ponyckaetcsa xpaHeHue cMmecu MMLP-6ydepa Ctpum-STK ¢ nonvMepason
TexHoTag MAX un cMecn ana  amnamdukaumm CTpuM B CTPMMNOBaHHbIX npobupkax/
MUKpOnJaHweTe, nocne [Ao3MpoBaHMS CMecn HeobxoaAMMO Cpasy BbIMOAHUTL MYHKThI
7.4.7 - 7.4.15.

7.4.7 [OobasbTe B npobupkn/AyHKM CO cCMecbld No ogHow karne (okono 20 Mkn)
MUHEpasibHOro Macna. 3akpomTe CTpunebl.

7.4.8 LUeHTpudyrmpynte rnyboKonyHOUYHbIN nnaHweT ¢ npenapatamu AHK npu RCF(g) 150
B TeyeHue 30 C, CHMMUTE 3aWUTHYIO MAEHKY W MNepeMelante ux nuneTmpoBaHuUeM

3-5 pas.

BHUMAHME! [1na npenoTBpaweHns KOHTaMWHaLMW crefyeT 3aKpbiBaTb KPbIWKY CTpuna
nocre BHeCeHMs B Hero obpa3uoB nepes Hadanom paboTbl CO CneaylownM. 3akpbiBalTe
cTpunbl N0THO. MpenapaTtbl AHK n KOHTponbHble 06pa3ubl crieayeT BHOCUTb HAKOHEYHUKaMM

C punbTpOM.
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7.4.9 BHecuTe B COOTBETCTBYHOLLME MPOMAPKUPOBAHHBbIE NPOBUPKU/NYHKN MUKPOMAaHLIeTa
no 5,0 Mmkn BblgeneHHoro wu3 obpas3uos npenapata [AHK. B npobupkn/nyHku,
npoMapkupoBaHHble «K-», «kK+N91» n «K+N22», NHK He BHOCUTCA.

7.4.10 BHecuTe B NpobBUpPKY/NYHKY, NpoOMapkuMpoBaHHYl «K-» 5,0 MKA oOTpuuaTesibHOro
KOHTponbHOro obpasua, npowealwero atan sblaenenms AHK.

7.4.11 BHecuTe B NpobupKN/NyHKU, npoMapkupoBaHHble «K+N21», «K+N22», no 5,0 mMkn
COOTBETCTBYIOLLEro MOI0XUTENBbHONO KOHTPObHOro obpasua.

7.4.12 B cny4yae ucnosib30BaHUs MUKpPOMaHWeToB 96 NyHOK:

7.4.12.1 TloMecTUTe akKypaTHO, He BCTpPSAXMBas, MUKporaaHweT 96 NyHOK B MNOAJSIOXKY

YCTPOMCTBa A/ 3aneyaTtbiBaHMsa naaHweTtos ATnak.

7.4.12.2 TllpoBeanTe  3anevyaTtbliBaHWe  MuKponnaHwera 96  NyHOK  MOAMMEpHOWN

TEPMOMNJIEHKON COrnacHoO MHCTPyKUun K npmbopy ATnak.
7.4.12.3 UeHTpndyrmpymnte mmkponnaHwet 96 nyHok npu RCF(g) 100 B TeueHue 30 c.
7.4.13 B cnyyae ucnonb3oBaHUSA CTPUMNOB:

7.4.13.1 TNoTHO 3aKponTe CTpunbl.

7.4.13.2 LUeHTpudyrnpynte BCce CTpUNbl HA MUKPOLIEHTpUdYyre-sopTekce B TeyeHune 3-5 c.

7.4.14 YcraHoBMTE CTpuMNbl WAW MUKpoMnIaHweT 96 nyHOK B 610K AeTekTupylowero
amnnndunkaTopa.

7.4.15 3anyctute nporpammHoe obecrnevyeHune  peTeKkTupylowero amnaudukaTopa.
Mpn nepeoM npoBeaeHuun MLP 3arpysuTte cooTBeTCTBYHOWMIA TecT!l. Janee u npwu
nocneayrLwmx NoCTaHOBKaxX Co3aaMTe COOTBETCTBYHOWMWMA MPOTOKOA MCCNefoBaHUS:
YKaXuTe KOJM4YeCTBO U naeHTndumnkaTopbl 06pasuos, B TOM 4YMCe OTpULATENbHOIO U
MOJIOXUTENbHbIX KOHTPONbHbLIX 06pa3uoB, OTMETbTE pacrnofioXeHue ob6bpasuoB Ha
MaTpuue Tepmobsioka B COOTBETCTBMM C MX yCTaHOBKOM W nposeguTte [MLUP. Mpun

Bbl6Ope TecTa AonKHa oTobpaxaTbCs nporpamMma, npueeaéHHas B MNpunoxeHnn b.

8 PETMCTPALUNUA PE3YJ/IbTATOB AMIVNTUDOUKALIUN

Perncrpaums curHana dbnyopecueHuunm npoBoAunTCA AETEKTUPYOLNM
amMnInduUKaTopoM aBTOMaTUUYEeCKN BO BpeMs aMnandukaumm.

[eTekumss pe3ynbTaTOB  OCYLUECTBASIETCA  AETEKTUPYIOWMM  aMnInduKkaTopom
aBToMaTmnyecku. OcdopMieHne NpoToKoa U aHanM3 pesysibTaToB NPOBOAATCA B COOTBETCTBUM

C MHCTpYKUMEN K npmbopy.

1 - TecT Ana peTekTUpylowux amnauvdukatopoB cepum AT cosgaétcs nyTéM BBoAa NapaMeTpoB
(napaMeTpbl TecTa ykasaHbl B [punoxeHun B) unu npegoctaBnseTcsas npousBoaudTeneM Habopa
peareHToB.
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9 YYET N AHAJNTU3 PE3YJIbTATOB

9.1 YueT pe3ynbTaToB  peakuuMm  OCYLLeCTBASETCS C  MOMOLWbK  MPOrpaMMHOro
obecrneyeHuns, NOCTaBAAEMOro C AETEKTMPYHOLNM aMNIMbUKATOPOM.

9.2 NHTepnpeTaumna pe3ynbTaToB ANs Kaxaoro obpasua npoBoAUTCS C YYETOM 3HaYEHUI

Cp OHK-muweHelr TREC, SMN1 n KREC (kaHanbl getekumm Fam/Hex/Rox) u aHAOreHHOro
BHYyTpeHHero koHTpons (BK) (kaHan getekumn Cy5).

9.3 Kputepun BannaHOCTU NOJSIOXUTENbHOMO KOHTPObHOro obpasua N2 1:
Cp TREC (Fam) Cp SMN1 (Hex) Cp KREC (Rox) Cp BK (Cy5)
YkasaH YKkasaH YKkasaH YKkasaH
ACp = |CpFam -Cp Cy5| =1 - ACp=|CpRox-CpCy5| =<1 -
9.4 Kputepuin BanuaHOCTU MOJIOXUTENIbBHONO KOHTPOJ/IbHOIro obpasua N2 2:
Cp TREC (Fam) Cp SMN1 (Hex) Cp KREC (Rox) Cp BK (Cy5)
He ykasaH nnu = 39 He ykasaH unu = 35 He ykasaH unu = 39 YkasaH
9.5 Kputepuin BanugHoOCTU OTpULATENIbHOrO KOHTPObHOro obpa3sua:
Cp TREC (Fam) Cp SMN1 (Hex) Cp KREC (Rox) Cp BK (Cy5)
He ykazaH nnan = 39 He ykasaH nnn = 38 He ykaszaH nnan = 39 He ykaszaH nnn = 37

BHUMAHME! lpun HeBbIiNOMHEHMM 110600 N3 yKasaHHbIX YC10BMIA BanngHocTtm (cMm. 9.3 - 9.5)
aMnandmKkaumMnm NONOXUTENbHbIX KOHTPOJIbHbIX 06pa3uoB pe3ynbTaTbl BCEM MOCTAHOBOYHOWM
cepun cYUTaoT HeAOCTOBEPHbIMU. B 3TOM cnyyae TpebyeTcs noBTopHas noctaHoBka lMLIP Bcei

naptmun o6pasLos.

9.6 Pernctpauus 3HaveHmss Cp no nboMy M3 KaHanoB AeTeKUMW AN oTpuuaTenbHOro
KOHTpOsibHOro obpa3sua MoxeT 6bITb CneacTBMEM KOHTaMMHAUMM  (KPOCC-KOHTaMMHaUMu
obpa3uoB npu BbiNO/JHEHUM nNpobonoaroToBkn, KoHTamuHaumum T[LP-6okca ob6pasuamu
reHomMHol OHK ” nonoXutenbHbIMWM KOHTPOJIbHbIMW 06pa3uaMm, a TakXke KOHTaMMHauuu
nabopaTtopuun npoaykTamu amnnmdukaumm).

Mpn perncrtpaumn 3HadveHus Cp Ansa oTpuuaTesibHOro KOHTpOJibHOro obpasua 3a
npegenamMm [onyctmmbix 3HaveHunm Cp (cMm. 9.5), a Takxe peructpauum Cp no KaHany
petekummn Fam/Rox <39 ans nonoXuTtenbHOro KOHTposibHOro obpasua N2 2 pekoMeHayeTcs
npoeeaeHne crneunasnbHbIX MeponpuaTUA ANS  BbIIBAEHUS W YCTPAHEHUS BO3MOXHOWN
KOHTaMuHauum. PesynbTathl NOCTAaHOBOYHOM cepum peKoMeHAyeTCs cunTaTtb
HeAOCTOBEpPHbIMK, MOC/fe YCTpaHeHWs KOHTaMuMHauum TpebyeTcs MNOBTOPHOE MpoBeAeHue

nccneaosaHnsda, HadynmHasa C aTana I'IpO6OI'IO£I,FOTOBKVI 6v|0MaTepV|ana.

9.7 Onsa obpasuos, npoweawmx MLP co 3HayeHnem Cp BK (kaHan pgetekuun Cy5) < 31,
pe3ynbTaT onpeaensaeTcs Kak 4OCTOBEPHbIN.

CopepxaHune TREC u KREC oueHuBaeTcsd no ¢dopMmynaMm 1 m 2 COOTBETCTBEHHO
(cMm. 2.3), VHTepnpeTaumsa BbINONHAETCS B COOTBETCTBUM C Tabnuuen 4 C y4eTOM HUXKHEN
rpaHuubl  6uonoruyeckoro pedepeHTHOro 3Ha4vYeHus

WHTepBana\ MoporoBoro HOPMBbI

CKpUHUHra HosopoxzaeHHblix ana TREC n KREC (MpunoxeHune A).
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UHTepnpeTaumsa pesynbTaToB UCCefOoBaHWA Ha Hanuuue roOMO3WroTHOW Aeneuun

7 3k30Ha SMN1 BbINOSIHAETCHA B COOTBETCTBUU C Tabnuuen 5.

9.8 B o6pasuax co 3HayeHunem Cp BK (kaHan pgetekuum Cy5)> 31 pesynbrart
onpegenseTcs Kak HeAoCTOBepHblr pe3ynbTaT (HA4). HeaocToBEpHbIA WMAWM COMHUTESbHBIN
pe3ynbTaT MOXET 6biTb 06yCnoBAeH HeAOCTAaTOYHbIM KOIMYECTBOM U/IN KaueCTBOM MCXOAHOro

6rnonornyeckoro MaTepunana, HapyweHWMeM npoTOKOJia I'IpOGOI'IOD,FOTOBKVI nnn Bbi3BaH

NPUCYTCTBMEM UHIMEUTOPOB B NpenapaTte AHK, nonyyeHHOM M3 6MONOrMYeckoro MaTepuana;

HEBEPHbIM BbINO/IHEHMEM nNpoTokona [LP-aHanu3a, HecobnwaeHWeM TeMmMnepaTypHOro

pexunma amnandukaumm m agp. B atom cnyuae Tpebyetrca nmMbo MNOBTOpHash MOCTAaHOBKA
amnnndukaumn npenapata AHK, nmbo noBTopHOe BbigeneHme npenapata [AHK, nnbo

MoBTOpPHOE B3ATME BMonornyeckoro matepmana (BbiNOJSIHAETCS MocnefoBaTeNbHO).

BHUMAHMWE!

1.  Pe3synbTaT MHTepnpeTauuu pesysibTaToB UCCef0BaHUS MOXET 6biTb COMHWUTENbHbIM B
cnyyasx:

- nepenuBaHUA KpPOBW, MNPOBEAEHUS Tepanuu, OKasblBaloWeN BIMAHME Ha JNENKOMN033
HOBOpPOXZAEHHOro (HanpuMep, BBeAEHUE NIEKAPCTBEHHbIX MHIMOBUTOPOB Sleiikonoa3sa);

- npueMa npenapaToB WM MPOBEAEHUS WHbIX BWAOB Tepanuu BO BpeMsi GepeMeHHOCTH,
oKa3blBalowWMmMx BAMSAHME Ha hOpMUMpPOBaHNE UMMYHHOW CUCTEMbI MAoAa.

2. PesynbTaTbl MccnenoBaHUs MOryT 6biTb MHTEPNPETUPOBaHbl TOMbKO B KOMMJEKce C
pesynbTaTamMyM Apyrux n1abopaTtopHbIX U WHCTPYMEHTaNbHbIX UCCNEeAO0BaHWUN, KINMHWUYECKOWM

KapTMHOﬁ, a TakXe reCtauMoHHbIM BO3paCTOM HOBOPOXAEHHOIO.

Tabnuuya 4 - NHtepnpetauus pesynbtatos onpegeneHns TREC n KREC

3HauyeHue nokasarens TREC KREC

B npepenax
6uonormnyeckoro
pedepeHTHOro
MHTepBana\Bbiwe
NOpPOroBOro 3Ha4YeHus
rpaHnubl HOPMbI
(MpunoxeHune A)

YcnoBHas HopMa YcnoBHasa HopMa

Huxe 6rnonormnyeckoro
pedepeHTHOro
WHTepBana \Moporosoro
3HA4YeHUs rpaHuLbl
HOPMBbI

(MpunoxeHune A)

BbICOKMI pUCK NEPBUYHbBIX
MMMYHOAEeMdUUMUTHBIX COCTOSHUNR,
C HapyLwweHneM T-KeToyHoro
3BEHA, U pPa3BUTUS TAXKENbIX
MH@EKUMOHHbIX 3abonesaHuni
(rpynna pucka).

BbICOKNIA pUCK NEPBUYHBIX
UMMYHOAEMULNTHbBIX COCTOSIHUN,
C HapylweHueM B-kneTto4yHoro
3BEHa, U pasBUTUSA TAXKENbIX
WHMEKUMOHHbIX 3abonesaHum
(rpynna pucka).

PekoMeHayeTCa NoATBEPAUTL pe3ynbTaT NOBTOPHLIM UCCNeA0BaHUEM,

HaynHaga C 3Tana

npo6bonoaroToBKu

He onpegensetca (0)

MakcuManbHbIA pUcK
UMMyHoZedMUMTa U pa3BUTUS
TAXENbIX MHPEKLUNOHHbIX
3abonesanun (NMUA).

MakcuManbHbIA pUcK
MMMyHOAedMUMTa U pa3BUTUS
TXKeNbIX MHPEKLNOHHbIX
3abonesanun (NMNA).

PekoMeHayeTca noATBEPAUTL pe3ybTaT NOBTOPHLIM UCCEeA0BaHUEM,
Ha4dynHaa C 3Tana I'IpOGOI'IO,CI,FOTOBKVI

MpuMmeyvaHue

TREC\KREC MoXeT 6blTb CHWXEHa,

- Mpwn peructpaumn Cp TREC/KREC = 37, TOYHOCTb onpeaeneHuns coaepXXaHus
B C/Ny4yae nMepBUMYHOro pesysbTata - <«YCNOBHass HoOpMa»,

NOBTOpPHOE nccnegosaHue gaHHoro obpasua CIrK BbINOAHAETCS ONUMOHAbHO.
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Tabnuua 5 - WHTepnpeTaums pesynbTaTtoB UCCnenoBaHus 7 ak30Ha reHa SMN1

PesynbTaTt no kaHany aetekuum ACp =
NHTepnpetauus
Hex, Cp Cy5, Cp Cp (Hex) - Cp (Cy5) prp
< 6,0 (Bkntouasn He obHapy>xeHa feneumns 7 3k30Ha
Yka3saH =31 oTpuuaTtesibHble reHa SMN1 B roMO3MroTHOM
3HauyeHunn) cocTtosiHMK (N)
YKasaH <31 Ot 6,0 oo 8,0 COMHUTENbHBbIN pe3ynbTaT (?)!
O6Hapy)eHa aeneums 7 3K30Ha
YkKasaH =31 = 8,0 reHa SMN1 B roMO3MroTHOM
coctosiHun (del)?
O6Hapy)xeHa aeneums 7 aK3oHa
He ykasaH =31 He yynTbiBaeTcs reHa SMN1 B roMO3UroTHOM
coctosiHnn (del)?
Cp ykasaH/ He ykasaH He yuuTtbiBaeTcs
HepoctoBepHbIli pe3ynbTaT (HA)
HE YyKa3aH > 31 He yuuTbiBaeTcs

CEKBEHNPOBAHUA,

npo6onoAroToBKU;

3K30Ha 7 reHa SMN1).

1 - Npu NoNyYeHUN COMHUTENbHOIO pe3ynbTaTa TpebyeTca NOBTOPHOE UCC/eloBaHMe, HauynHas C
3Tana npobonoarotoBku. MNMpun BoCNponsBeaeHNUN COMHUTENBHOIO pe3yfibTaTa CyLeCTBYET BbiCOKUMN
puck gmarHosa CMA n pekoMeHAyeTCa nccnegoBaHne MeToaoM KonmyectseHHoro MLPA-aHanmsa wnm

2 - peKkoMeHAyeTCcs NOATBEPAWTL pe3ysibTaT MOBTOPHbLIM UCC/IEA0BaHMEM, HAYMHas C 3Tana
N - He obHapyxeHa aeneuus 7 s3k30Ha reHa SMN1 B roMO3MIrOTHOM COCTOSIHUW (onpeaeneHo

Hanuuune 1 nnum 6onee Konuii ak3oHa 7 reHa SMN1);
del - O6HapyxeHa aeneuuns 7 sk3oHa reHa SMN1 B roM0O3MroTHOM cocTosiHuu (onpeaeneHo 0 konum
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10 TPAHCNMOPTUPOBAHMUE, XPAHEHUE N SKCIMJIYATALNA

10.1 TpaHcnopTupoBaHue

10.1.1 TpaHcnopTupoBaHne Habopa peareHTOB OCYLLECTBASAIOT B TEPMOKOHTENHepax C
xnagosneMeHTaMm BCEMW BUAAMU KPbITOFO TpaHcnopTa rMpu TemriepaTtype BHYTpPWU
TEPMOKOHTENHEPOB, COOTBETCTBYOLLEN YCNOBUAM XpPaHEHNS KOMMNOHEHTOB, BXOASLWMX
B cocTaB Habopa peareHToB.

10.1.2 [onyckaeTcs TpaHCNopTUpOBaHMe Habopa peareHToB, 3a UCK/IIOYEHNEM MOJIMMepasbl
TexHoTaq MAX, B TepMOKOHTENHepax C XNado3d/ieMeHTaMn BCEMU BUAAMM KPbITOro
TpaHcnopTa Npu TeMrnepaType BHYTpM TepMOKOHTenHepa oT 2 °C go 25 °C He 6onee
5 cyTok.

10.1.3 [onyckaeTcs TpaHCNOpTMpOBaHue nonnMepasbl TexHoTaq MAX B TepMOKOHTENHepax
C XJlagoasieMeHTaMn BCEMWU BMAAMMU KPbITOrO TpPaHCropTa npu TemnepaTtype BHYTpwU
TepMOKOHTenHepa Ao 25 °C He 6onee 5 cyTok.

10.1.4 Habopbl peareHTOB, TPAHCNOPTUPOBAHHbIE C HApYLUEHMEM TeMMepaTypHOro pexmnMma,

NpUMEHEHNI0 HE noanexart.

10.2 XpaHeHue n 3Kcnyataums

10.2.1 YcnoBusi XxpaHeHUst U 3KCNyaTauun Habopa peareHToB NpuBeAeHbl B Tabnuuax 6, 7.

Tabnuua 6 - YcnoBus xpaHeHuss M akcnnyaTauum ®acoBka S, cTpunbl n ®dacoBka S,

npobupku

YcnoBua xpaHeHust
A0 U nocjie BCKPbITUS YNaKOBKU

HanmeHoBaHue

CMecb ansa amnnamdukaumm, sanedyataHHas napaguHoM
MUP-6ydep

MunHepanbHoe Macno

oT 2 °C po 8 °C
MonoXXnTenbHbIM KOHTPOMbHLIA 06pasel N2 1

MonoXnTenbHbI KOHTPOSbHbLIN o6pasey N2 2

KpbIlWwKK Ana cTpurnos

MonumMepasa TexHoTag MAX OoT MuHyc 18 °C go mMuHyc 22 °C

Tabnuuya 7 — YcnoBusa XpaHeHUs 1 akcnnyatauum ®dacoBka A

YcnoBua XxpaHeHus
A0 U NocJsie BCKPbITUA YNAKOBKU

HavnMmeHoOBaHue

Cmecb ansa amnnambukauymm Ctpum

MNuUP-6ydep Ctpum-STK

MunHepanbHoe Macno oT 2 °C po 8 °C

MonoXnTenbHbI KOHTPOJbHLIN 06pazeul N2 1

MonoXnTenbHbI KOHTPONbHbLIA 06pasey, N? 2

Monnmepasa TexHoTaq MAX OT MUHYC 18 °C o MunHyc 22 °C
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10.2.2 Habop peareHToB [OO/KEH MNPUMEHSTbCS COMNacHO AEWCTBYHOWENA Bepcumn
YTBEPXAEHHON MHCTPYKUNM MO NPUMEHEHMUIO.

10.2.3 Habopbl peareHTOB cneayeTr XpaHUTb B XONOAW/IbHUKE, XOJIOAWNBHOW  MNKU
MOpPO3MJIbHOW Kamepe Npu TemnepaTtypax, yKasaHHbiXx B Tabnuuax 6, 7 B Te4yeHue
BCEro Cpoka rogHocTn Habopa peareHToB.

10.2.4 Cwmecb gns amnandwukaumm CTpMM M cMeCb AN amnnmdukaumm, 3anedaTaHHYHo
napaduHoM, crneayet XpaHUTb B XOJIOAWbHWUKE WAW XONOAWbHOM Kamepe npu
TemnepaType oT 2°C go 8°C B 3alUMLLEHHOM OT CBETA MeCcTe B TeYeHMe BCero cpoka
roAHOCTMW.

10.2.5 Habopbl peareHTOB, XpaHMUBLUMECS C HapyLIEHWEM perjiaMeHTUPOBAHHOIO peXxuma,
MPUMEHEeHUI0 He nogsnexar.

10.2.6 [Ona nony4vyeHuss LOCTOBEPHbIX pe3ynbTatoB HeobxoamMmo cTporoe cobnwgeHue
WHCTPYKUMU MO NpUMeHeHnto Habopa peareHToB.

10.2.7 Habopbl peareHToOB C UCTEKLIMM CPOKOM FOAHOCTU MPUMEHEHUIO HE noanexar.

11 YKA3AHUA NO YTUWIN3ALUNU

11.1 [pu ncnonb3oBaHUM Habopa peareHToB B KJMHUKO-AMArHOCTUYECKON niabopaTopuu
o6pa3yloTcs oTXoAbl knacca B, koTopble yTUNU3UPYIOTCA B COOTBETCTBUM C TpeboBaHUAMU
CaHluH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Ha6opb| peareHTos, npuvwegwmne B HeENpuUrogHoCtb, B TOM 4YuCne B CBA3U C
ncre4yeHnem CpokKa roaHOCTHU, noBpeXxaeHNeM YnaKoBKK, noanexar yTtuansauunn B

CcooTBeTCTBUK C TpeboBaHmaMM CanllnH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 [peanpuaTne-msroToBUTENb rapaHTUpPyeT COOTBETCTBME Habopa peareHToB
TpeboBaHUSAM TEXHUYECKUX YCNOBUIA Npu  COBIOAEHMN YCNOBUI TPaHCMOPTUPOBaHMUS,

XpaHEHUA N 3KCnNyaTaunn, YCTaHOBNEHHbBIX TEXHNYECKUMN YCITOBUAMMU.

12.2 Cpok rogHocTn Habopa peareHToB - 12 MecsueB npu cobniogeHnn Bcex yCNoBUiA

TPaAHCNOPTUPOBAHUA, XpaHEHUA N SKCN1yaTaunun.

13 PEMOHT U TEXHUYECKOE OBCNY)XXUBAHMUE
Habop peareHTOB npeAHasHayeH AN OAHOKPATHOrO MPUMEHEHUSI U He MOANEXUT

TEXHUYECKOMY 06CNYXMBAHUIO N TEKYLLEMY PEMOHTY.
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CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKUPOBKE HAGOPA PEATEHTOB

MeanunHckoe usgenue ans AnarHdoCcTmukun in vitro

Mpepen TemnepaTypbl

Cooep>XXmMoro 4oCcTaTovyHO AN5 NpoBeAeHMs N TeCTOB

L0 << | ><|[3

Mcnonb3oBaTb A0

-
o
'

Ko naptum (cepun)

[aTta narotoBnieHus

Ob6patutecb K MHCTPYKLMU MO MPUMEHEHUIO

HoMep no kaTtanory

L B = &

N3rotoBuTenb

>

e
AN

He ponyckaTb BO3JENCTBMSA CONMHEYHOro CBeTa

HecTtepunbHO
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15 NEPEYEHb NPUMEHSAEMbIX HALLUOHAJIbHbIX CTAHOAPTOB

FOCT ISO 14971-2021 W3penusa MeauuuHckume. [lpuMeHeHuMe MeHea)XMeHTa pucka K
MeAVLMHCKUM n3aenunam

FOCT 15.309-98 Cucrtema pa3paboTkm M MOCTAaHOBKM NpPOAYKUMM HA MNPOM3BOACTBO.
UcnbiTaHMA 1 npueMKa BbilycKaeMor npoaykumMn. OCHOBHbIE MONOXEHUS

FOCT P 2.105-2019 EanHasa cmcteMa KOHCTPYKTOPCKOM AokyMeHTaumun. O6wme TpeboBaHus K
TEKCTOBbIM AOKYMeHTaM

FOCT P 15.013-2016 Cuctema pa3paboTkm M MOCTAHOBKM MPOAYKLMM HA MPOM3BOACTBO.
MeauunHckme nsgenms

FOCT P 51088-2013 MeanuuHCcKMe nagenusa ans oMarHoCTuku uH BUTpo. PeareHTbl, Habopbl
peareHTOB, TEeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasnbl, nuTaTenbHble cpeabl. TpeboBaHusA K
n3genvsam u noaaepxxuvsarollent JOKYMeHTaunm

FOCT P 51352-2013 MeanumHckme nsgenus aasa AuMarHoCTMKM MH BUTpo. MeToabl UCMbITaHUN
FOCT P 52905-2007 (MCO 15190:2003) JlabopaTopumn MeaAULUMHCKME. TpeboBaHus
6e3onacHoCcTH

FOCT P NCO 15223-1-2020 Uzpenuns MeAnLMHCKME. CumMBONbI, npuMeHsaemble  npu
MapKMPOBaHUN MEAULMHCKUX U3AENUNIN, Ha STUKETKAX U B CONPOBOANTENbHOW AOKYMEHTaUMu.
Yactb 1. OcHOBHble TpeboBaHus

FOCT P NCO 18113-1-2015 MeanumHckme nlgenna Ans AMarHoctuku in vitro. MHdopmaums,
npeaocTaBnsemMas usrotosmtenem (Mapkumposka). Yacte 1. TepMuHbI, onpegeneHnsa n obwume
TpeboBaHus

FOCT P NCO 18113-2-2015 MeaunumHckue nsgenms onasa gmarHocTukm in vitro. MHgpopmauus,
npepocrasnsieMas usrotopurtenem (MapkmpoBka). Yactb 2. PeareHTbl 4ns AMarHOCTUKM in vitro
Ana NnpodeccMoHanbHOro NpUMeHeHus

FOCT P NCO 23640-2015 N3penua ™MeaAVUMHCKME ANs  AMArHOCTUKM in vitro. OueHka

CTabunbHOCTM peareHToB A9 AMarHOCTUKM in vitro

MpuMmeyaHue - YKasaHHble Bbllle cTaHAapTbl 6biM AEUCTBYHOWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMW MO TMpUMEHeHWto. B panbHeriweM, npu Mnosib30BaHMWM [AOKYMEHTOM, LenecoobpasHo
NpoBepUTb AEWCTBME CCbIIOYHbIX HOPMATUBHbIX AOKYMEHTOB Ha TeKyLMi MOMeHT. Ecnm ccblnoyHbIv
[OKYMEHT 3aMeHEH WU U3MeHEH, TO NpU MPUMEHEHUN HaCTOSsILLEro AOKYMeHTa cliefyeT MoJib30BaTbCs

3aMeHEéHHbIM (M3MEHEHHbLIM) AOKYMEHTOM.
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16 AQPEC N OBPALLEHNUA

MpousBoacTtBo HabopoB  peareHTOB  WUMEET  CepTUPUUMPOBAHHYKD  CUCTEMY
MeHeAXXMEeHTa KayecTBa W COOTBETCTBYeT TpeboBaHMSAM cTaHAapTa CUCTEM MeHea)XMEHTa
kadectBa ISO 9001 B obnactm paspaboTku, npom3BoacTBa M npoaaxu IVD peareHToB wu
npnbopoB AN  MONEKYNSPHO-reHeTUYEeCKOM AMarHoCTUKM W apyroro snabopaTopHOro
npumeHeHnsa n ISO 13485 B o6nactu pa3paboTkn, NpomsBoacTBa M npogaxun IVD peareHToB
n npnbopoB AN MeAULMHCKOM MOMEeKYNSAPHO-reHETUYECKOM ANArHOCTUKN.
MpousBoanTennb: O6WECTBO C OrpaHMYeHHOW OTBETCTBEHHOCTbO «[HK-TexHonorna TC»
(000 «OHK-TexHonormns TC»), Poccus.
Appec npousBoauTtensa: 117246, Poccus, r. MockBa, npoesg HayuHbiin, 4. 20, ctpoeHue 4.
MecTto npoumsBoactBa: 000 «HK-TexHonorna TC»:

117246, Poccus, r. Mockea, npoesg HayuHbin, 4. 20, ctpoeHue 4.

Mo BonpocaM, KacalowuMmcs kavectBa Habopa peareHToB, crneayeTr obpawartbcs B
CNyX6y KINEHTCKOMN NMoaaep>KKU.
Cnyxb6a KTMEHTCKON NOAAEPKKMN:
8-800-200-75-15 (ansa Poccum, 3BOHOK 6ecnnaTHbin),
+7 (495) 640-16-93 (ansa crtpaH CHI n 3apy6exbsi, 3BOHOK MJ1aTHbIN).

E-mail: hotline@dna-technology.ru, www.dna-technology.ru
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MpunoxxeHue A

Buonornueckuit pecbepeHTHbIN MHTepBan (HOBOPOXXAEHHbLIE)

TREC, KREC,
FpaHuubl pedepeHTHbIX UHTEPBaNoOB KOMWUM Ha KOMUM Ha
105 neiikouutoB | 105 nekoUUTOB
LlenbHas KpoBb
BepxHsis rpaHnua (95% pedepeHTHbIN MHTepBan) 4400 4100
HumxHaAs rpanmua (95% pedepeHTHbI nHTepBan) 650 600
o " =
HwxHAa rpaHnua (99% «neBOCTOPOHHUI» pedepeHTHbIN 490 480
MHTEpBan)
5 =
HuxHaa rpavau,a (99,9% «NeBOCTOPOHHMUN» 320 270
pedepeHTHbIN MHTEpBan)
Cyxue nATHa KpoBM
BepxHsasa rpaHuua (95% pedepeHTHbIM MHTepBan) 2900 3200
HwxHaa rpaHnua (95% pedepeHTHbIN HTepBan) 460 270
HuxHaa rpaHmua (99% «n1eBOCTOPOHHUN» pedepeHTHbIN
360 210
WHTepBan)
3 =

HumxHasa rpanmua (99,9% «1eBOCTOPOHHUN» 210 140

pedepeHTHbIN NHTEpBas)

PaclwumpeHHbIA HEOHaTasIbHbI CKPUHWUHT:

Moporoesoe 3Ha4yeHWe HOpMbI
yCTaHaBNMBaETCHa COrnacHo
pekomeHgauusam PHC

MpumeyaHne

Habopa peareHToB HeoCkpuH SMA/TREC/KREC;

AN MHTepnpeTaunm pe3ynbTaToB UCCNeaoBaHUsS A0NYyCKaeTCs NpuBiedYeHne gaHHbIX HOpManbHbIX
AvanasoHoB TREC 1 KREC, noporoBbiX 3Ha4Y€HUMU, yYKasaHHbIX B MEANLMHCKUX pedepupyeMbix

M3naHuax n pekomeHaauuax PHC.

- PedepeHTHbIN MHTepBan Ans koHueHTpauwmr TREC m KREC ycTtaHoBneH mno
Bblbopke 3576 cyxux nsaATeH KpoBu 1 733 06pa3uoB LesbHOM KPOBU HOBOPOXAEHHbLIX C MPUMEHEHUEM
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Mpuno>xeHue b

MapameTpbl TecTa, KOTOpble HE06X0ANMMO BHECTH
B nporpamMMHoe o6ecneyeHue amnaincpukaropos «ATnpanm>», «ATnanrt»

npuv ucnonb3oBaHuun Habopa peareHToB HeoCkpnH SMA/TREC/KREC
1)  «Twn aHanusa» - BbibpaTb «MynbTUNIEKC>»;

2) YKasaTb KOMYEeCTBO KOHTPOJIbHbIX 06pa3LoB B TecTe:
e MonoxutenbHbin (K+) - 2;

e OtpuuatenbHbii (K =) - 1;
3) YkasaTb 06bEM peakuMoHHON cMecn — 35 MKn;

4)  YkasaTb napameTpbl aHanm3a («4onoaHNTENbHO»):
e Kputepun nonoxumtenbHoro pesynbrata MNMUP: 80%:;
e Kputepuin 4OCTOBEPHOCTUN pe3y/bTaTOB:
HwxHas rpaHnua/nopor nonoXxmtenbHoro pesynbraTta: 10%

BepxHsasa rpaHuua/nopor noaoxumtensHoro pesynbtata: 30%

5) B okHe «[lporpamMma amnindukaunm» BBECTU Cneaytouwme napameTpbi:

Pe)xum
N2 Yucno
Temnepartypa, °C MMH C ONTUYECKUX Tvn 6noka
6noka LIMK1I0B .
n3MepeHun

80 2 00

1 1 Unkn
94 5 00
94 0 30

2 5 Unkn
64 0 15 v
94 0 10

3 45 Lwnkn
64 0 15 v

4 94 0 5 1 Unkn

5 10t XpaHeHue XpaHeHune

V - pexunM onTUYECKUX U3MEepeHWUi
6) «Dnyopodopbl», BHECTU CNeaylLlMe NnapaMeTpbl:
Fam Hex Rox Cy5 Cy5.5
Cneundwuka Cneundwuka Cneunduka BK OTCYTCTBYET

Homep 661-3
2024-04-22

1 - jonyckaeTca xpaHeHue npu Temnepatype 25 °C
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