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CMNMNCOK COKPALLEEHN N OBO3HAYEHWN

ct

«Amnaulpainm”  BMNY
BKP 16/18»

BKO
OHK
JHKaza
OHT®
B4 BKP

Cycle threshold (noporosbIin LK)

Habop peareHTOB /711 Ka4yeCTBEHHOr0 W KOJINYECTBEHHOIO
onpegeneHna n gudpdepeHunauum AHK BupycoB nanuiiomsl
yenoseka 16, 18 TWNOB BbICOKOrO KaHLLEPOreHHOro pucka
METOAO0M NOoJSIMMepPasHO LIeMHON peakuuun ¢ AeTekumein B pexnve
«peanibHOro BpemMeHun» «Amnaulpanm® BMNY BKP 16/18» no
TY 21.20.23-061-09286667-2020

BHYTPEHHWIA KOHTPO/IbHLIA 06paseL,

[Ee30KCUPUBOHYKEMHOBaAsS KucioTa

[Ee30KCUPNOOHYKNeasa

[e30KCMpnboHyKkneoTnatpudocdaTsl

BMPYC NanuasioMbl YesioBeka BbICOKOro KaHLEepOoreHHoro pucka
KaIMbpoBoUHbIN obpasel, 1

KannmbpoBoUHbI 0bpasel, 2

oTpuuaTenbHbIi KOHTposb MLP

oTpUUATESNIbHbINA KOHTPOJIbHBINA 06paseLl, SKCTpakLum
nosiMmMepasHas LenHasa peakums

perncTpaunoHHoe yaocToBepeHue

TeXHUYecKune ycnoBus

ypauun-AHK-rnnkosnnasa
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1. HASHAYEHVE

Habop peareHToB [/ KaA4YeCTBEHHOrO W KOJ/IMYECTBEHHOrO OnpefesieHns U
andpdgepeHuyyaumn  AHK BupycoB nanuaniombl 4YesioBeka 16, 18 TUNOB BbICOKOrO
KaHL,eporeHHOro pucka MeToAoM nosimMepasHor LENHON peakuun ¢ AeTekumen B pexume
«peasibHoro BPEMEH» «Amnaupaiv® BNy BKP 16/18» no
TY 21.20.23-061-09286667-2020 (panee no TeKCTy - Habop) npegHasHavyeH A/is
KauyeCTBEHHOro 1 KosindectBeHHoro onpegeneHna AHK BlNY, accounnpoBaHHbIX C BbICOKUM
PVYCKOM AUCriasnum anuTesiva LENKU MaTkn Y XeHWmH. Habop no3sosisieT BbiABAATL 16 1
18 reHotunbl BMY BKP B 6uonornyeckom maTtepuasie (COCKOGHbIM matepuan unm
oTAaensemMoe CNAU3NUCTbIX 060/10YEK YPOreHUTAsIbHOTO TpakTa (MaskM CO  C/IM3UCTOM
060/104K/  BNarasimuia, CocKob 3NUTeNIMA CO  CAIM3UCTOM 06O0JIOUKM  ypeTpbl, COCKO6
anuMTeNnnss Co  C/AU3UCTOM  00O0IOYKM  LEepBUKaNIbHOTO  kaHana  (aKTouepsuKca WU
aHAoLUepBMKca), B TOM u4ucrie 3abpaHHblii B TPaHCMOPTHYK cpeady A1 KUAKOCTHOW
unTonIorMn), NPSAMOM  Kuwikn) metogom TMUP ¢ rmbpugnsaunoHHo-dyopecueHTHOM
AeTekumein NpoAyKToB aMniMdoukaumm B pexmmMme «peasibHOro BpeMeHm».

Matepunanom ans nposegeHuss MUP cnyxaT npobbl OHK, 3sKcTparMpoBaHHble W3
nccnegyemoro Mmareprasia ¢ NomMoLLb0 HabopoB peareHToB, PeKOMEH0BaHHbIX B pasaesie

VHCTPYKUMN «[ONONHMUTEIbHOE 060pYyA0BaHNE 1 MaTepUasibl».

1.1. O6nacTb NPUMEHEHUS

Habop ncnonb3yeTcs B K/IMHMYECKOW NnabopaToOpHOM AMarHoCTUKe AN uccreaoBaHus
6uonornyeckoro Marepuana, nosly4eHHoro ot Siny, ¢ NOA03PEHMEM Ha Hasinune NHGEKUMI
yporeHuTanbHoro Tpakta. Pesynbtathl MNLP-nccnegoBaHns yumtbiBalOTCA B KOMM/IEKCHOM

AnarHocTuke 3aboneBaHus.

1.2. TokazaHunA K NpUMEHEHUI

Habop ucnonb3yetcsa B KOMNAEKCHOM anarHoctuke VMMM Bcex rpynn HaceneHums.

1.3. lpoTmBOMNoOKasaHUA K NPUMEHEHNIO
HapylweHve UenocTHOCTM YNakoBKM, WCTEKWWA CPOK TOAHOCTWU, HecobnpeHne

TpeboBaHWn UHCTPYKLMN.

2. XAPAKTEPUCTVKN HABOPA

2.1. ®opmbl BblNyCcKa, COCTaB U KOMIMJIEKTHOCTb

Habop Bbinyckaetca B Tpex popmax (coctaB Habopa W KOMMMEKTHOCTb MOCTaBKM
ykazaHbl B Tabnuue 1 nm 2 cOOTBETCTBEHHO). Bce Tpu dopmbl npegHasHaveHbl Ans
nposegeHns amnandpmkauumn OHK ¢ rmbpmnansaumoHHO-ONyoOpecUeHTHON aeTekunen
NMPOAYKTOB aMniMdoukaunum B pexvMme «peasibHOro BpemeHu». [N npoBefeHus MosIHOro

nccnefoBaHnss HeobXoAMMO WUCMo/b30BaTb Habopbl peareHToB Ans akcTpakuun AHK,
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pekoMeHAOBaHHble B pasfene «ononHutesibHoe obopyaoBaHve n maTtepuasibl». Habop
MOXET MCNOJIb30BaTbCA COBMECTHO C aBTOMATUYECKUMU CTaHUMAMW A1 NPUTOTOB/IEHNA U
[031POBaHUA peakuNOoHHbIX CMece.

dopma Bbinycka 1 Bkaw4vaeT cmecb AnA nposefeHua [MUP, packanaHHylo noA
Nnpocnoky napaduHa no npobupkam ob6bemom 0,2 mn. dopma npegHasHavyeHa A1
NPUMEHEHNA COBMECTHO C amnmdukatopamy MaaHWeTHOro M POTOPHOro Tuna u
paccunTaHa Ha nposefeHne uccnegosaHnsa 100 o6pasLoB, BKIOYASA KOHTPOSIN.

dopma BblNycka 2 BK/IYaeT cMecb ansa nposegeHuns MUP B npobupke ob6bemMom
15 mn gnsa [osvpoBaHus B N06ble TUNbl Npobupok. Popma npegHasHadeHa /s
NPUMEHEeHNA COBMECTHO C amnmdukatopamMu nnaHWeTHOro U POTOPHOro Tuna wu
paccuMtaHa Ha nposegeHune uccregosaHns 100 ob6paslos, BkIOYaA KOHTposu. Popma
MOXeT OblTb WCMOJSIb30BaHa COBMECTHO C aBTOMaTUYEeCKMMW  CTaHuuAMU  ONs
NPUroTOB/IEHNSA M A03UPOBaHUA peakUMOHHbIX CMeCEN.

dopma Bbinycka 3 BKIYaeT cmecb Anda nposedeHua [LIP, packanaHHyio nop
NpPOCNoiKy napaduHa no cTpunoBaHHbIM (12,5 cTpunoB no 8 npobupok) npobupkam
o6bemom 0,2 wmn. dopma npegHasHavyeHa AONA MPUMEHEHWs  COBMECTHO C
amnnndmkaropamu naaHWeTHOro Tuna n paccuntaHa Ha nposegeHve uccregosaHus 100
06pa3suoB, BK/IOYas KOHTPO/IN.

Ta6bnmua 1

CoctaB Habopa

PBBUMT O6bem, Mn  Ko/IMYLKOTBO Onucaxue

dopma Bbinycka 1

BycbepHbii  pacTBOp €O CMELMUCUNYECKUMMU

MUP-cmecs BMY npanMepamu, sTlyopeCLEHTHO-MEYEHbIMY 30HAAMN

16/18 0,01 100 npo6bupok W aHT®.,
Mpo3payHasn XuaKocTb, packanaHa nog napacvH.
BycbepHblii  pactBop ¢ TepmocTabunbHoi [HK-
MLP-6ydpep-K 1,20 1 npo6upka nonvMmepasot Taq, cynbdpatom MarHus un ypauusi-

OHK-rnvkosnnasoii.
Mpo3payHasn XnaKOCTb KPacHoro LgeTa.
MoNoXWUTENbHbIA  KOHTPOSbHLIA  obpasey, [OHK-
KL BIMY CKpUHWUHT 0,12 1 npobupka Kasmbpartop.

lMpo3payHas XXMaKOCTb.

MONOXWUTENbHBIA  KOHTPO/bHBIA  06pased, [AHK-
K2 BMY cKpUHWHT 0,12 1 npo6upka kanmnéparop.
Mpo3payHas XnaKocTb.
OTpuuaresbHblli KOHTPOSIbHBIN 06paseL,.
Mpo3payHas XMAOKOCTb.
OTpuLaTenbHbI KOHTPOJIbHbIA 0bpasel,.
Mpo3payHas XuaKocTb.

OKO 1,10 1 npobupka

K- 0,26 1 npobupka
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PeareHT O6bem, Mn KonnuecTtBo OnwucaHue

dopma Bbinycka 2

BydhepHblii pacTBOp CO  CneuugUUecKumm

MuP-cmecs B4y npanmepamu, hsTlyopeCLEHTHO-MEYEHbIMY 30HAAMM

16/18 1,20 1 npobupka W QHTO.

lMpo3payHas »nMaKOCTb.

BycbepHblii  pactBop ¢ TepmocTabunbHoi [OHK-
MLP-6ydhep-H 0,65 1 npo6upKa nonmmepason Tag, cy/baTtoMm MarHus v ypauusi-

OHK-rnnko3nnasoii.
[Mpo3payHas »nMaKoCTb.
MoONMOXUTENBHBIA  KOHTPO/bHBLIA  06pased, [AHK-
KL BIMY ckpuHUHT 0,12 1 npobupka kanunéparop.

Mpo3payHas XMaKoCTb.

MoNoXWUTENbHLIA  KOHTPOSbHLIA  obpasewu, [OHK-
K2 BMY ckpuHUHT 0,12 1 npo6upka kanmbparop.
Mpo3payHas XMOKoCTb.
OTpuuarenbHbli KOHTPOMBHBIA 06paseLl,.
Mpo3payHas XMAKoCTb.
OTpuuaresnbHblii KOHTPONBHBI 06paseLl,.
Mpo3payHas XMaKoCTb.

OKO 1,10 1 npobupka

K- 0,26 1 npobupka

dopma Bblinycka 3

ByhepHblii pacTBop co crneymduyeckumm

MLP-cvecs BMY 100 npobupok  npaiiMepamu, ¢o/TlyopecLeHTHO-MeUYeHbIMU 30HAAMM

0,01 (12,5 ctpunos no 1 gHT®.
16/18 "
8 npobupok) Mpo3payHas XUOKOCTb, packanaHa B CTPUNoBaHHbIe
npobupkn nog, napacvH 6enoro useTa.
BycepHblii  pactBop c TepmocTabunbHoi [AHK-
MUP-6ydep-K 1,20 1 npo6mpka nonvmepaso Taq, cynbdatoMm MarHus u ypauun-

OHK-rnvkosnnasoii.
Mpo3payHasn XnAKOCTb KPacHOro upeTa.
MonoXnTenbHbIA  KOHTPO/NbHBLIA  06pasey, [HK-
KL BMNY ckpuHWUHT 0,12 1 npo6upka Kasimbparop.

Mpo3payHas »MaKoCTb.

MoNoOXWTENbHbIA  KOHTPO/bHBLIA  06pasey, [AHK-
K2 BIMY cKpUHWHT 0,12 1 npobupka kanmnbparop.
Mpo3payHas XMAKOCTb.
OTpuuatesnbHblii KOHTPOMBHBI 06pasel,.

OKO 110 1 npobupka Mpo3payHasn *naKoCTb.
K. 0,26 1 npo6upKa OTpuuaTenbHbIn KOHTPOJILHLIA obpasel,.
Mpo3payHas XMaKoCTb.
Ta6bnuua 2
KomnniekTHOCTb Habopa
KOMMOHEHT dopmart KonnuectBo
Habop peareHToB (chopma Bbinycka 1, 2 nnm 3) - 1
B 3/IEKTPOHHOM BUe Ha oMLIMaNIbHOM
VIHCTPYKUMS NO NPpUMEHEHMI0 Habopa cavite MNponssoanTens: -
http://www.nextbio.ru/reagents/
Kpatkoe pyKoBOACTBO N0 NpuMeHeHuto Habopa B OYMaXkHOM BuUAe 1
KomnnekT Bknagbilweii Kk Habopy B 6ymaxHOM Buge 1
B 3/IEKTPOHHOM BUe Ha oMLMaIbHOM
MacnopT kayecTBa cavite MNponssoguTens: -

http://www.nextbio.ru/passport/

Mpo6uypkn ¢ roNybbiM nNapatuHOM He UCMOJIb3YHTCS.
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2.2. TpuHUMn metona

MpUHUMN  TecTUpOBaHUA OCHOBaH Ha MNpoOBeAEHMM OOHOBPEMEHHON  peakuum
amnindmkaummn ydyactkos AHK BbisBnsembix reHotunos BMY BKP n AHK (3-rno6uHoBOro
reHa yenoseka npy NOMOLWM CneunguyHbIX K 3TUM yyacTkam npanmepoB 1 oepmeHTa Tag-
nonumepasbl. [letekumMa nNpoAyKTOB amniudukaumm Mpoucxoant nytemM U3MepeHus
(Jo/1lyOpecLIEeHTHOrO CUrHas1a B pexume «peasibHOro BpeMeHM» 3a CYeT WUCMNOoJIb30BaHusA B
CoCTaBe peakUMOHHOW cMmecu (o1yopecUEeHTHO-MEYEHbIX O/IMFOHYK1eoTUA0B (30HA0B).
30HAbI TMOPNAN3YIOTCA C KOMMIEMEHTapHbIM yYacTKkoM amnnnduumpyemoin HK-muweHn,
B pe3ynbrare 4yero rmnpoucxXoauT HapacTaHue WHTEHCUBHOCTM duyopecueHumn. 3T0
No3BOJIAET PErMCTPUPOBATL HaKOM/IeHWe cneunguyeckoro npogykra amnandukauumn nytem
N3MepeHNss MHTEHCUBHOCTM (0/TyOPEeCUEHTHOro curHasia € nomMoLbio amnaudukaropa ¢
CUCTEMOI AeTekunn hlyopecLeHTHOro CUrHana B pexmnme «peasibHOro BPeMeEHMU».

KonnyecteeHHoe onpegeneHve AHK BlNY BKP ocHoBbiBaeTcsa Ha CyLlecTBOBaHWU
JNINHENHOWN 3aBUCUMOCTM MeXAy WCXOAHOW KoHueHTpauueh OHK-muweHn B nccnegyemom
obpasLe 1 UMKIOM Havasia 3KCMOHEeHUMasIbHOrO yBenyeHus (plyopecLeHTHOro curHana
(noporoBbin  uukn, Cycle threshold, Ct). TNpu npoBeAeHUN KOMMYECTBEHHOIO TECTa,
amnindmkauma  OHK  u3  wnccnegyemblx 06pas3yoB  NpoBOAUTCA  OAHOBPEMEHHO C
KambpaTtopamn KL BIMY ckpuHUHT 1 K2 BIMY CcKpyHMHT - obpasuamm € WU3BECTHOW
KoHUeHTpauven JHK-muweHeit. Mo pe3ynbtatam amnandmkanmm KamoparopoB CTPOUTCS
Ka/IMOpOBOYHAA JIMHMA, MO KOTOPOW MNPOUCXOAMT onpefeneHve KoHueHTpaumn [AHK-
MULLIEHN B UCcneayemMbix obpasuax.

MonyyeHHoe 3Ha4yeHue KoHueHTpaumn AHK BIMY Hopmupyetca Ha 100 000 kneTok
yesioBeka /15 CHWKEHUS B/IMSHUA KavyecTBa 3abopa marepuna.

Habop cogepXuT cuctemy 3alimTbl OT KOHTaMUHALMM aMNIMKOHaMK 3a CHET NPUMEHEHUS
bepmeHTa ypauun-gHK-rnvkosunnasel (YAI) v Tpudpocthara pesokcnypuavHa. depmeHT
YOI pacnosHaeT u KatanusnpyeT paspyweHue uenen OHK, cogepxalimx 0e30KCUypuauH,
Ho He [IHK, cogepxallein Ae30KCUTUMUAMH. [le30KCuypuanH oTcyTcTBYyeT B npupogHoin AHK,
HO BcCerfa MnpucyTCTBYEeT B aMM/IMKOHAaX, MOCKONbKY TpudpocdaT Ae30KcuypuamnHa BXoanT B
coctaB cmecnm pAHT® B peareHTax And amnaudukaumun. [lesokcuypuauH penaet
KOHTaMVHVPYOLWMEe aMn/IMKOHbl BOCNPUUMYMBBLIMU K paspyLleHntio epmeHtom YA no
Hauyana amnavdukaumm AHK-muweHn, un, cnegosaTefnlbHO, OHW He MOoryT OblTb B
AasibHelrweM aMnanguLmpoBaHbl.

depmeHT YAI TepmMonabunieH 1 WHaKTUBMPYETCA npu HarpesaHun Bbiwe 50 °C u
NMO3TOMY He paspyLluaeT aM/IMKOHbl MULeHW, HapabaTtbiBaeMble B npouecce MMLP.

Ha astane amnnudukaumm B OAHOW Npo6Upke OAHOBPEMEHHO amnAngUUMpyoTCA
yyactkm AHK BMY BKP n AHK p-rnobuHoBOro reHa uvesioBeka (3HAOreHHbin BKO).
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Pe3ynbTtaTbl amniMukaumMnm  PerucTpupyroTcss Mo TPem  Pas3/IMyHbIM  KaHasiam
donyopecueHTHOM geTekumn (cMm. Tabnuuy 3).

Ta6bnuua 3
CootBeTtcTBMe JHK-MuLeHen n kaHas10B (p/1lyopecueHTHOM AeTeKunmn
KaHan gnsa dpnyopodgopa FAM R6Q2 CyS
[OHK P-rno6rHoBoro reHa
JAHK-MmuweHb OHKBMY 16 AHKBMY 18 yesioBeka

(sHporeHHbIli BKO)
O6nacTb amnmMgmKaLmn E6 gene E6 gene P-globin gene

2.3. lMpocnexmnBaeMocCcTb 3Ha4YeHU kanuépaTtopoB K1 BIMY ckpuHuHr u K2 B4y
CKPUHUHT
M3mepeHne 3HavyeHuin KoHueHTpaumn kanmbpartopoB K1 BMY ckpuHuHr v K2 BMNY
CKPUHMHT  NPOU3BOAMUTCA OTHOCUTE/IbHO paboumx kanmbpartopoB npoussogctea OO0
«HekcTbro». KoHueHTpaumo paboumx kaimbpaTtopoB onpeaensoT cTaH4apTU3MPoOBaHHOM
METOAMKOW NMPAMOro U3MepeHnst KOHLUEHTPpaLMmM KOHTPOSIbHbIX 06pa3u0oB Ha OCHOBE FeHHO-
MOAMULNPOBAHHbBIX KOHCTPYKLMIA C UCNOJIb30BaHWEM cnekTpodoTomeTpa. KoadhdmuymeHT
BapuvauMn M3MepeHuii aTTecToBaHHOIO 3HaYeHUs KOHUeHTpauui kanmbpatopos K1 BIMY
CKPUHUHT 1 K2 BIMNY CKpuHWHI cocTaBnsieT He 6onee 5% (C ypoBHEM A0BEPUTESIbLHOM

BEpPOATHOCTU 95%).

3. KOHTPOJ1Ib KAYECTBA
3.1. BHYTPEHHMI KOHTPO/Ib KayecTBa

3.1.1. OTpuuaTtenibHbli U NONOXUTENIbHbIA KOHTPOJSIN UCcnefoBaHns

[Ona oueHkn kKadyecTBa MoONy4vYaeMbiX pes3y/bTaTOB KaxkKaaa rpynna KkcTparnpyembix
00pasyoB [0/HKHA BK/IKOYATb OTpULATEsIbHbIA KOHTPOsbHbIA 0bpasel, (OKO). Kaxpas
nHavBnayanbHaa noctaHoska [MLP gosmkHa BkAoYaTb: OoTpuuaTesibHbIA KOHTPOb (K-) 1
nonoxuTesibHole KOHTposiv (KL BIMY ckpuHuHr 1 K2 BIMY ckpuHuHr). Pe3ynbTaTtbl onA
KOHTpONEN AO0/MKHbI COOTBETCTBOBATb 3afaHHbIM KPUTEPUSM Ba/IMOHOCTU, yKa3aHHbIM B
pasgene «/IHTepnpeTayma pesynbTaroB».

OTpuuartenbHbii  KOHTPO/bHBIM  06pasey, (OKO) TecTupyeTcs, HaunmHasa C 3Tana
3KCTpakuMM, W MNO3BONSAET KOHTPONMPOBATbL BO3MOXHYH KOHTaMWHALMIO ApYyrMMu
obpasuamy nnM amnankoHamun. B npobupke C oTpuuaTesibHbIM KOHTPOJSIEM He [0/KHA
petektmposatbca AHK BIMY. B cnyyae HecOOTBETCTBUA pes3ynbrara, MoJsly4YeHHoro Ans
KOHTPO/IbHOrO 06pasua, 3afaHHbIM KpUTEpUAM BaIMAHOCTU, MOMOXUTE bHbIE Pe3y/bTarhl

[N uccneflyemblX 06pa3lioB B NMOCTAHOBKE CUMUTANOTCS HEAOCTOBEPHbIMU, HEO6GXOAMMO

2 fetekuma curHania ans cayopocopa RE6G ocywlecTBiseTcs MO KaHauly AeTekuun A0S aHaslorMyHbIX
onyopocpopos HEX, JOE, Yellow, VIC.
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NPeAnpUHATL Mepbl MO BbIABMIEHUIO U IMKBUAAUNN UCTOYHUKA KOHTaMUHaUMW U NOBTOPUTL
nccnegoBaHMe BCEX MCCeayemblX 00pasuoB, B KOTOPbIX O6HapyxeHa AHK BIMY un
KOHTPO/IAA, HAaYMHasA C aTana 3KCTpakuun.

B kauecTBe MOJSIOXKUTENILHOIO KOHTPOIA UCMONb3YTCA peareHTbl K1 BlMY CKpUHUHT 1
K2 BIMY cKpuHWUHI, BXOAsLWME B COCTaB Habopa. B cnyyae HeECOOTBETCTBUSA pe3y/ibTaToB
L1 NONTOXUTENbHbIX KOHTPOEN 3a4aHHbIM KpUTEPUSAM BaUTIMAHOCTU, pesysbTaTtbl 418 BCeX
o6pa3uoB B MNOCTAHOBKE CUMTAKOTCS  HEAOCTOBEPHbIMM, TpPebyeTca  MOBTOPUTH

nccnegoBaHme BCeEX UccneayemMbix 06pa3LoB 1M KOHTPOEN, HaumMHas ¢ aTana MUp.

3.1.2. AHanuns KaimbpoBKu

KonnyectBeHHas oueHka KoHueHTpauun AOHK BMNY u AHK P-rnobuHoBoro reHa
yesioBeka B uUcCcrefdyemblx o6pasyax MnpoBOAUTCA  OTHOCUTENIbHO  KO/IMYECTBEHHO
OXapakTepm3oBaHHbIX Ka/IMbpoBOUHbIX 06pa3uoB K1 BIMY ckpuHUHT 1 K2 BIMY CKPUHWUHT.
WccneposaHne KamMbpoBO4YHbIX o6pasuoB K1 BIMY ckpuHuMHT 1 K2 BIMY  CKPUHMHT
NPOBOAUTCA Mapasie/ibHO C uccnegoBaHveM 06pasuoB, HauiHaa ¢ atana  [UP.
OnpegeneHve KoHueHTpauun [AHK npou3Bogutca B COOTBETCTBUM C  3a4aHHbIMU
3HAYEHVAMN KOHLIEHTpaumnii kasimbpoBo4yHbIX 06pa3yos K1 BIMY ckpuHuHr n K2 BMY
CKPUHMHT N MOJTyYEeHHbIMW 3HavyeHuamu noporosoro umkna (Ct) gns Kan<|/|6p030L|Hb|x
o6pasuos Kl BIMY ckpuHuHr mn K2 BIMY CKPpUHUMHT X UccneayemMbiX 06pasLoB.
OhPEeKTUBHOCTL  Ka/IMOPOBKN  [IO/DKHA  YK1aAblBaTbCA B 3afaHHbld  AuanasoH. Ecnn
3OEKTUBHOCTL KaSIMOPOBKN BbIXOAUT 3a Npefesbl rPaHUYHbIX 3Ha4YeHuin, HeobxoanMMo

NnoBTOPUTL MUccneposaHune ¢ atana lMUP.

3.1.3. KoHTponb KayecTBa 3abopa martepuana

[ns oueHkn kavecTBa 3abopa GuomaTtepuania U KOHTPOA BCEX 3TaNOB MUCCefoBaHus,
3thpekTnBHOCTN IKCTpakuun AHK 1 oueHkn BNnaHusa uHrméutopos MNLUP npeaycmoTpeHo
ncnonb3oBaHve 3HporeHHoro BKO - AHK p-rnobuvHOBOrO reHa 4esioBeka, KOTOPbIN
NMPUCYTCTBYET B K&XXA0M UcCcneayeMoM obpasue, cogepxalleM KIMHMYEeCKMin matepuan ot
yesnioBeka, U KOHTPOJIbHbIX Kanmbpartopax. PesynbTatbl uccneposaHus BKO  [o/mkHbl
COOTBETCTBOBaTbL  3afaHHbIM  KpUTEPUAM  Ba/IMAHOCTUM  ANA  MNOJIOKUTESIbHLIX 1
oTpuuaTtesibHbIX UccnegyemMblX 00pa3uoB, YykasaHHbIM B pasgene «VHTepnpetauums
pe3ynbTatoB». Ecnm B nccnegyembix obpasuax He o6HapyxeHa [JHK P-rnobuHoBoOro reHa
yenoseka UM obHapyxeHa meHee 500 Konuit/mn, TO pesy/nbTarbl UCCMef0BaHNUA AaHHbIX
o6pasuUoB cuMTaloTCA HeBa/MAHbIMU, TpebyeTcs MOBTOPUTb aHa/IM3, HauuHas C 3Tana

3abopa maTepuana.
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3.1.4. MOHUTOPUHI NnabopaTopun Ha HasIMyne KOHTaMuHaunm

PekomeHayeTcs pa3 B MecsL, NPOBOANTb MOHUTOPUHT labopaTtopumn Ha KOHTaMuUHaL Mo
npoAyktamu  amnanukaumm, nccnenyembimMu ob6pasuamu, NONIOXUTETbHbIMU
KOHTPO/IbHbIMK  06pasuamn. OueHKa Hanyma/oTCyTCTBUA KOHTaMUHaUUM  NPOBOAMTCSA
nyTeM MCCNefoBaHMs CMbIBOB C Pas/iMyHbIX OOBEKTOB: MUMNETOK, pabounx noBepxHOCTEWN
nabopatopHori Meb6enu, 060pyaoBaHMst U MNOBEPXHOCTEN MNOMELLEHWA. B3atne un
nccrnefoBaHMe CMbIBOB crieyeT NpPOBOAMTbL COMlacHO npoueaype, onucaHHon B MY
1.3.2569-09 «OpraHusauus paboTbl  nabopaTopwuid, NCNoMb3YOWUX  MeToapl
aMmnmkaumm  HyKNemHoOBbIX KACNOT npu  pabote €  maTepuasioM, cogepxalimm
MUKpoopraHmambl  |-IV  rpynn  natoreHHocTu». [lpu  OGHApPYXeHMM  KOHTaMUHaL MK
HeobxoAMMO npoBecTn 06paboTky nadopartopuv MOKLWMMKM 1 Ae3UHULMPYIOLWKMMN
pactBopamMy COrflacHO YykasaHuaMm, onucaHHeiM B MY 1.3.2569-09. Takke Agnsa
npefoTBpaLleHnss KOHTaMuHauUm naboparopmum wam B kKa4ecTse Mep Mo AeKOHTaMuHaLnm
pabounx 30H peKkoMeHAYeTCs WCMNofb30BaTb PacTBOp 4J/19 Ae3aKTMBauun HYK/TeUHOBbIX

KncnotT, Hanpumep, «Onuratop» npoussoactsa OO0 «HekcTtbno», Poccus.

3.2. PekomeHayeMble KOHTPO/IbHble MaTepuasibl

B KauyecTBe KOHTPO/IbHbIX MaTepuasioB /1 MPOBEPKM 3asB/IEHHbIX (PYHKLNOHA/TbHbIX
XapakTepucTuk Habopa MOryT 6bITb UCMNOJIb30BaHbl 3aperncTpMpoBaHHble Ha TEPPUTOPUN
Poccuiickoi  ®epepaunn  naHenu KOHTPO/IbHbIX 00pasuoB, npeAHasHayeHHble A1s
NnpoBeAeHNss BHYTPEHHENO 1 BHELLHErO KOHTPOJIEN KayecTBa 1abopaTopHbIX UCCefoBaHuin

no o6HapyxeHuto AHK BIY.

4. OrPAHNYEHNA METOOVKWN NCCNEAOBAHUA

4.1. Habop npumeHseTcs TOMbKO ANS ANArHOCTUKM in Vitro.

4.2. Habop npegHasHadyeH pAn1a paboTbl TOMbKO C UCCNegyeMbiM MaTepuasiom,
yKasaHHbIM B pasfene «Ha3sHauyeHue». ViccnepoBaHue Apyrux BUAOB OMONOMMYecKoro
Marepuasia MOXeT MPUBECTU K NOJSTyYEHNIO HELOCTOBEPHbIX Pe3y/ibTaToB.

4.3. TlonyyeHve [OOCTOBEPHbIX pe3y/ibTatoB  o0becrneyvBaeTcs  BbINOSHEHWEM
TpeboBaHWil, NPeabABNSAEMbIX K B3ATUIO, TPAHCMNOPTUPOBAHWIO, MOArOTOBKE U XPaHEHUo
obpasLoB uccnegyemoro marepuana (cMm. pasgen «Vccnegyemblii MaTepuan).

4.4. Habop npegHasHayeH [AN1A NPOJIECCUMOHa/IbHOrO NPUMEHeHUs. Habop Ao/mkeH
NCMOJb30BaTbCA TOJIbKO  KBa/M(PMUMPOBAHHLIM, 00y4YeHHbIM (B 06/1aCTU  K/IMHNYECKOWA
NabopaTopHO ANarHoCTUKK) NepCcoHaIoM (Bpayn KIIMHUYECKOM nabopaTopumn n meauumHcKme
naboparopHble TEXHWKW, 0ByYEeHHbIe MOMIEKYNSAPHBIM BUOMIOTMYECKM METOAMKAM).

45. Mpun pabote c Habopom cnegyeT MCMOMb30BaTb TOMbKO amMniMdukaTopbl C
cuctemor  getekumn  (p/lyOpecLeHTHOro  CUrHasia,  XapakTepuCTUKM  KOTOPbIX
YO0BNETBOPSAIOT TpeboBaHMsAM, YkasaHHbIM B pasgene «JonosHutensHoe obopygosaHve

U MaTepuasibl».
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5. MEPbI MPEAOCTOPOXHOCTW N NPEAYMNPEXAEHNA

5.1. Pabota go/mkHa NpoBOAUTBLCA B slabopaTopui, BbIMOMHAKLWEN MOEKYNAPHO-
6uonornyeckne (MNLP) wuccnepoBaHMs OGMOMOTMYECKOrO0 MaTtepuvana Ha  Hanuume
BO3OyauTenen NH(PEKLMOHHBIX 6one3Hei, c cobnogeHmem caHuTapHo-
3NUAEMMOSIOTNYECKNX npaswun CIn 1.3.2322-08 «be3onacHocTb paboThbl c
MukpoopraHuamamu  lI-1IV  rpynn  natoreHHocTM  (onacHocTn) ©  BO3byauTeNnsammu
napasutapHbix 6onesHei», CaHlNuH 2.1.7.2790-10 «CaHuTapHO-3nMaeMnosiornyeckme
TpeboBaHNS K ObOpalleHVio C MeAUUMHCKAMU OTXO4amum» N MeTOAUYECKMX YyKasaHWi
MY 1.3.2569-09 «OpraHuszaupss paboTbl nabopartopuii, UCNONb3YIOLWMX  MEeTOAbI
aMmnanukauun - HyKNenHOBbIX KACNOT npu  paboTe € MaTepuasioMm, cogepxalimm
MUKpoopraHnamsl -1V rpynn naToreHHoCTU».

5.2. Mpn paboTe HeO6XxoAMMO BCerga BbINOMHATL cneayoume TpeboBaHus:

- MpyMmeHATb Habop CTPOro MO Ha3HaYeHW B COOTBETCTBUM C AAHHOWN MHCTPYKUMEN.
OTK/NIOHEHME OT MpoNMCaHHbIX nNpoueayp W nopsgka LelcTBUA MOXET NpuUBECTU K
NnoslyYeH0 HeJOCTOBEPHbIX pe3y/1bTaToB aHauM3a.

- NTabopaTopHblili npouecc [o/mkeH ObliTb OAHOHAaMNpaBfeHHbIM. AHanu3 cnegyet
npoBOANTL B OTAE/NbHbIX MOMeLLEeHnAX (3oHax) B cooTtBeTcTBuM ¢ MY 1.3.2569-09. He
BO3BpaLatb 06pasubl, 060pyf0oBaHNEe U peareHTbl B 30HY, B KOTOPOW Oblia npoBefeHa
npeablaylian ctagms npouecca.

- PaccmatpuBatb nccnegyemblie o6pasupl Kak NHJPEKLMOHHO-0MacHbIe,
OpraHu3oBbIBaTb paboTy u XxpaHeHne B cootBeTcTBMM ¢ CIT 1.3.2322-08.

- Yéupatb ¥ pAesvHduumpoBaTb pasnTble 06pasubl WM peareHTbl, UCMOo/b3ys
Ae3nHdmumpyowme cpeactea B cootsetcteun ¢ CI 1.3.2322-08.

- YpansaTb HEUCNONb30BaHHbIE peareHTbl, peareHTbl C UCTEKWMM CPOKOM FOA4HOCTH, a

TaKkke WCMNOMb30BaHHbIE peareHTbl, YNakoBKy”, OWOMOrMYeckuin martepuan*, BK/IOYas
MaTtepuasibl, UHCTPYMEHTbI U NpeaMeTbl, 3arpsi3HEHHble GMOOrMYECKMM MaTepuasioM, B
cooTBeTcTBUM € TpeboBaHuamu CanllvH 2.1.7.2790-10.
BHMMAHWE! TNpu ypoaneHun oTXo[oB nocrie amnangukauum (Npobupok, cogepxauimx
npoaykTel MUP) HegonycTMMo OTKpbiBaHME NPOOMPOK U pas3bpbi3rMBaHne COAEPXMMOro,
MOCKOJIbKY 3TO MOXET MPUBECTU K KOHTamMuHauuu npogykramu TNLP nabopaTopHO 30Hbl,
060py0BaHNS N peareHToB.

- Wcnonb3oBatb M MEHSITb MpPU KaKOoW onepauun O4HOpa30Bble HaKOHEYHWKW AN

aBTOMaTUYeCKMX 403aTOPOB C PunbTpom. OAHOPA30BYH MIACTUKOBYHO nocyay (NPOGUPKK.

3 Heucnosib3oBaHHble peareHTbl, peareHTbl C WUCTEKLWMM CPOKOM T[OLHOCTW, WCMOJMIb30BaHHbIE peareHThl,
yMnakoBKa OTHOCATCH K K/1acCy OnacHOCTU MeAMLUNHCKMX 0TX0A0B [
ABUOSIOTUYECKUIA MaTepuaUl, BK/IOYaA MHCTPYMEHTbI U NPeAMETbl, 3arpsi3HEeHHbIE MaTepmasioM, OTHOCATCS K
K/laccy onacHoOCTU MeguUMHCKMX 0TXo408B b.
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HaKOHEeYHMKN) HeobXoAMMO coOpacbiBaTb B CheuMasibHbIi  KOHTEMHep, cogepXallymii
Ae3vHuumpylolwee  CpeAcTtBo,  KOTOpoe  MOXeT  OblTb  UCNOJIb30BaHO  A/1A
o6e33apaxmBaHa MeanLMHCKMUX OTX0A0B.

- Habop npegHasHayeH p[19 OAHOKPATHOrO MpuMeHeHus ans nposegeHus [MLP-
nccnefoBaHusA ykasaHHOro kosimyectsa obpasuos (CMm. pasgen «Popmbl Bbinycka, COCTaB
N KOMIM/IEKTHOCTb>).

- K pabote c Habopom paonyckaeTca TOJIbKO MNepcoHasl, O0Oy4YeHHbIn MeToaam
MONIEKYNIAIPHOA  AMArHOCTMKM M npaBuiam  paboTbl B KIVHUKO-ANArHOCTUYECKOM
nabopartopun B yCTaHOB/IEHHOM nopsiake (B cCOOTBETCTBUM C TpeboBaHusmn CI 1.3.2322-
08).

- He ucnonb3oBatb Habop, ec/iM HapylleHa BHYTPEHHSA ynakoBKa WM BHELWHWUA BUZ
peareHTa He COOTBETCTBYET ONUCaHUIO.

- He wucnonb3oBaTtb Habop, ecnn He cobnAa/INCb YC/IO0BUSA TPaAHCMOPTUPOBAHUS
XPaHeHUs1 COrslacHO MHCTPYKLNN.

- He cmewmBartb peareHTbl pasHbIX CEpUIA.

- He ucnonb3oBartb HAbop N0 UCTEYEHUM CpOKa rO4HOCTW.

- Wcnonb3oBatb OAHOpPa30Bble HeONyApeHHble nepyatky, nabopaTopHblie Xanathbl,
3awmuaTe rnasa Bo BpemMs paboTbl ¢ obpasuamu 1 peareHTamn. TulatesibHO BbIMbITb PYKM
Nno OKOHYaHWM paboTbl. Bce onepaumy NpPoBOAATCA TOJIbKO B nepyatkax AJ/1sa UCKIYEHUSs
KOHTaKTa C opraHM3MoM 4yesioBeka.

- He ectb, He nMUTb M He KypuUTb B MNpoOLEcce WUCMosib30BaHNSA Habopa. W36erarb
KOHTaKTa peareHTOB C KOXeW, rnasamm 1 cam3ncToin 060104koin. He rnotarte.

- Mpy KOHTaKTe HemMeasIeHHO MPOMbITb NOPaKEHHOEe MeCTO 6O0MbLUMM  KOSIMYECTBOM
BOAbl M MNPV MNJ/IOXOM CaMOYyBCTBUM 06paTUTbCA 3a MeAWMUMHCKON nomMoupto. [Mpu
nonagaHun BHYTPb, PBOTY He BbiI3blBaTb, NMPOMNOJIOCKaTb POT BOAOW, 06paTtUTbCA K Bpady
npy NJIOXOM CaMO4yBCTBUM.

5.3. TMpv ncnosnb3oBaHMM MO Ha3HAYEHMIO U COBMOAEHMM BbILENEPeYnCNeHHbIX Mep
NnpefoCcTOPOXHOCTN Habop 6Ge3onaceH. PeareHTbl Habopa cofepxaTr HaTpus asug B
KOHUeHTpauun He 6osiee 0,1 % M COOTBETCTBEHHO He K/1acCUPUUMPYIOTCA Kak onacHble U
He TpebyoT cobM0AEHMA CneunanbHbIX Mep NPesoCTOPOXHOCTH.

5.4. Cneumprnueckme BO34eNCTBUA Habopa Ha OpraHn3m YenoBeka;

- KaHueporeHHbIii athchekT oTcyTCTBYET.

- MyTtareHHoe feicTBme OTCyTCTBYET.

- PenpopayKTBHast TOKCUMYHOCTb OTCYTCTBYET.
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6. AOMNONHUNTE/IbHOE OBOPYAOBAHVE N MATEPUAJbI

6.1. B3ATue uccnegyemMmoro marepumana

6.1.1. TpaHcnopTHas cpega C MYKONIMTUKOM ANS B3ATUA, TPAHCNOPTUMPOBAHUA W
XpaHeHusi 6uonornyeckoro marepuasia (COCKOGHbIN MaTepvan wnvM  oTgensemoe
C/IM3UCTbIX 000/I04EK YpPOreHUTasIbHOro TpakTa (Masku CcO  CAM3UCTOM  060104KM
Bnarasmila, COCKo6 3anuTenus Co CAIM3UCTONM 06O0/I0YKN LEPBUKA/IBHOIO KaHasia, COCKOO
3NUTENINA CO C/IM3UCTON 060/I0UKN YPETPbI), coAepXalan KoHCepBaHT.

6.1.2. TpaHcnopTHasa cpega Ana B3ATUA, TPAHCMNOPTUPOBAHUA W XpaHeHus
6uonornyeckoro marepuasna aas XXUAKOCTHON LMTONOrnM (COCKO6 anNUTeIna Co CAIN3NUCTOM
000/104KM  LIEPBMKA/IBHOTO KaHasia), CcoepXalwas KOHCEepBaHT, CAvpTbl, HaTpuii-
dhochaTHbI BydepHbIn pacTBOp, COMEBble pacTBOPbI U Ap.

6.1.3. 30HA4 AN B3ATUSA OMONOrMYeckoro marepuana (COCKOOHbIN Matepuan wunm
oTAeNnsemMoe CNU3UCTbIX 060/104eK YPOreHUTasIbHOro Tpakta (MaskM CO  C/IM3UCTOWN
0060/104KM Brlaranua, CocKob anuTesia Cco CN3UCTON 060/I0UKM LIePBUKA/IbHOTO KaHana,
COCKOG 3nuUTesIMa €O  C/IM3UCTON 06O0JI0YKM  YpPeTpbl), OAHOKPATHOro MpPUMEHEHNs,
CTEePW/IbHbINA, N3rOTOBMEHHbIN 13 NOMMNPONUAEHA, COCTOSALLMIA 13 TO/I0BKK (paboyas YacTb)
1 pydkn. Paboyast yacTb 30HA4A MOXET OT/laMbIBATLCA MO UMEHLLENCS Haceuke.

6.1.4. LUletka aHAouepBuKasNbHaA / uMToweTka AnA  B3ATUA  GMOMNOrMYecKoro
mMaTtepvana ans XWOKOCTHOW uuTonormm (COCKo6 anuTennst €O CAU3UCTON 0600YKM
LepPBMKaUTbHOrO KaHana) OAHOKPATHOrO NMpPUMEHEHWs, CTepubHas.

6.1.5. OpgHopasoBble MOMUMPOMNUIEHOBLIE  M/IOTHO  3akpblBalOLWMECA  MPOOGUPKM

o6bemMom 5,0 mMn, Ans B3ATUA 6MOI0NMUYECKOr0 MaTepuana anis XUAKOCTHOW LWTOMOrN.

6.2. lNpenBapuTenbHaa NOAroToBKa MccnegyeMmoro matepuana

6.2.1. OpHopasoBble MOMMMNPONWIEHOBLIE MJIOTHO  3akpblBaloWMecs NPOBGMPKM
o6bemMom 5 mn.

6.2.2. MuKpoLEeHTPUQYXHble 0oHopa3oBble noNunponuieHoBbIe NnJ0THO
3akpblBaroLmecs nNpobupkm oobemom 1,5 mn.

6.2.3. OpgHOpa3oBble HAKOHEYHWKM A/151 [,03aTOPOB NepeMeHHOro obbema ¢ (pubTpom
[0 1000 mkn.

6.2.4. OpOHOpa3oBble HAKOHEYHWKM [O/19 [03aTOPOB MEPEMEHHOr0 ob6bemMa 6e3
JomnbTpa Ao 200 Mkn.

6.2.5. LWTtatnebl Ans npobupok o6vemom 1,5 mn 15 mn.

6.2.6. MukpoueHTpudpyra gna npobupok Tuna «3AnneHgopd» ob6bemom 1,5 mn ¢
yckopeHuem He meHee 10 000 pg,

6.2.7. BakyyMHblil oTcacblBaTte/lb MeAULMHCKAA C KOMOGO0MN-NT0BYLLKON ONSA yaaneHus

Hap,oca,qquof/'l XNOKOCTW.
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6.2.8. LleHTpudpyra-BopTekc.

6.2.9. ABTOMATU4YECKWUA AO3aTOP NepeMeHHoro o6bema Ha 1000 M.

6.3. 3IkcTpakumsa OAHK n3 nccnepgyembix o6pasLos

6.3.1. Hab6op peareHtoB ansa akctpakumm AHK «MarHollparim ®ACT» (PY Ne P3H
2019/8043), «MarHolpaiim BMY» (PY Ne P3H 2020/12397), nu6o nw6oin apyroi
pPeKOMeH0BaHHbIN  npou3BoauTenieM  Habop, 3aperucTpupoBaHHblin B PP 1
COOTBETCTBYHOLMIA cnepytowmnm TpeboBaHNSAM:

- Habop no3sonseT Bbigenate AHK un3 6uonornyeckoro martepuasa (COCKOOHbIN
mMarepuan unn otaensemoe C/AM3UCTbIX 0060/104YEK YPOreHUTaNIbHOro TpakTta (MaskM co
CNM3MCTOM  060MOYKM  BNarasnlia, COCKOOG 3anuUTeNna CO  CAU3UCTONM  060M0YUKM
LepBUKaUIbHOTO KaHasia (3KTouepBMKca W 3HAOLEpPBMKCA, B TOM 4YuCNe B TPAHCMOPTHYHO
cpeny NS XUAKOCTHOW UMTOMOrMK), COCKOO anmMTenus co CrIM3UCTOn 060/104KN ypeTpbl))
ON19 nocnenyowero ucenefoBaHns MeTo4oM NoMMepasHon LenHoW peakumu;

- Habop He OTHOCUTCSA K aKcrpecc-meToaam akcTpakumm AHK;

- Habop no3BoNseT uccnepoBarb obpasuybl 06beMoM He MmeHee 100 MK,

- Habop No3BONSET NPOBOANUTL 3/OUMI0 ouneHHoM AHK B 06beme He meHee 100 MK1.

6.3.2. JlonosiHuTeNbHble Matepuasbl 1 06opyaoBaHne, Heo6XoAMMble A1 IKCTPaKLUK

[HK, - cornacHo MHCTPYKUMM K Habopy peareHToB ansa akcTpakummn AHK.

6.4. AMNnuukaums, AeTekuns NpoOAYKTOB amrinukauum, aHaivms U

MHTepnpeTauusa pesysbTaTtoB

6.4.1. OpHopas3oBble NOMMNPONUIEHOBbIE NPo6UpkM, cBobogHble oT [HKas,
cnegyowmx Buaos (Mpu ncnonb3oBaHUM hopMbl Bbinycka 2);

- 3aBMHUMBAOLLMECH MPOOGUPKM U KPbIWKA K HUM WM MNIOTHO 3akpblBatoLmecs
nNpooupkn o6bemom 1,5 M - 419 NPUrOTOBNEHNS PeakLUOHHON CMecH;

- TOHKOCTEHHble npobupkn ans TP o6bemom 0,2 M C BbINYKIOW WM NSIOCKOWN
ONTUYECKM MPO3PaYvyHO KPbILWKOW MM npobupkm obbemom 0,2 M B cTpunax no 8 wWr. ¢
npo3payHbIMi  Kpbllwkamn - ana  nposedexHvs TLP  npy  mcnosb3oBaHun npubopa
MAaHLWeTHOro T1na;

- TOHKOCTEHHble npobupkn ana TP obbemom 0,2 M C M/IOCKOM KPLILLKON KN
npo6upkn ana MNLUP o6bemom 0,1 Mn B cTpunax no 4 LWT. C KpbllWkaMy - ANsi NpoBeAeHus
MUP npn ncnons3osaHun Npudopa PoTOPHOro Tuna.

6.4.2. OpHopa3oBble HaKOHeYHuKW, cBobogHble oT [HKa3, pana [gosartopos
nepemMeHHoro obvema ¢ dounbTpom ot 100 oo 1000 M.

6.4.3. LTatmBbl ona npobupok o6vemom 0,2 mn wam 0,1 mn (B COOTBETCTBUM C
ncnonb3yembiMu npobupkamu ansa rMLP).

6.4.4. Bbokc abakTepunanbHoi Bo3ayLHon cpeabl (MLP-60Kc).
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6.4.5. LleHTpudoyra-sopTekc.

6.4.6. ABTOMaTU4YeECKME A03aTOPbl NEPEMEHHOIO 06beEMA.

6.4.7. CraHuua aBTOMaTMyeckasas C MoAaynem Ansd MNpPUrotoB/IEHUA U pacKanku
peakuNoHHbIX CMecel 1 KOMMEKT pPacxXOHbIX MaTtepuasioB K Hell COrflacHO MHCTPYKUUK
MpousBoguTens, - npu WCMNonb30BaHWM (POPMbl BbiNycka 2 B C/lydyae MNpUroToB/IEHUSA
peakLMOHHOW CMeCu C UCNOoIb30BaHNEM aBTOMAaTUYeCKOW CTaHLUN.

6.4.8. TlporpaMmMmupyemMblii aMnangukaTop ¢ CUCTEMOW AeTekumu yopecLeHTHOro
CUrHana B pexunme «peasibHOro BpemMeHw» poTopHoro Tuna (Hanpumep, Rotor-Gene Q),
mMbo nnaHweTHoro Tuna (Hanpumep, QuantStudio 5 wam C1000 Touch B komnnekTe ¢
moaynem CFX96,), 3apeructpupoBaHHble B P® K1 cooTBeTCTBYWLME Cneayrowmm
TpeboBaHMAM:

- Haimume 3 wam 6onee He3aBUCUMMbIX KaHasioB (h/lyoOpecueHTHOW AeTekumu ans
donyopocpopos PAM, R6G, Cy5 co criefyrowmmMmn XxapaktepucTnkamu:

Tabnvua 4

Tpebyemble XapakTeEPUCTUKN KaHa0B qo/TyOpPeCLIEHTHOW AeTeKUumn

ONvHbI BOSH, HM

cpﬁ?/:?anocﬂbg%a Bo/yuy/cpHuA Jdetekunmn
MWHUMYM Makcrmym MWHUMYM Makcrmym
PAM 450 470 510 530
R6G 515 532 545 580
Cy6 620 640 660 690

- 4na npnbopoB NaHWeTHOro TMna Hasimyune nNogorpeBaemMoil KpbILWKY ¢ TeMnepaTypoit
6onee 100°C;

- TOYHOCTb nogaepxaHus Temnepatypsbl < +£0,4°C;

- CKOPOCTb HarpeBa He MeHee 2°C/cek;

- CKOPOCTb OxnaxaeHns He meHee 1°C/cek.

6.4.9. XonogunbHuk ot 2 go 8 °C.

6.4.10. OTAEenbHbIA XanaT, WwarnoykM, 06yBb U 0AHOPA30BbLIE NepyaTkM B COOTBETCTBUN
c MY 1.3.2569-09.

6.4.11. EmMKOCTb A151 cbpoca HaKOHEUYHUNKOB.

1. I/ICCI'IE,EI,YEMI:II7I MATEPWNAN

MaTepuasiom A8 UCCNeAoBaHUs C/Y)XUT COCKOOHbI MaTtepuan wnimM oTAensiemoe
C/M3NCTbIX 000/I0YEK YPOreHUTaNIbHOrO Tpakta (MaskMm CO  C/AU3UCTON  0BO0MOYKM
Bnarasmila, COCKOOG anuTennst €O CAN3UCTON 060/0YKM YPeTpbl, COCKOO 3nNUTENus co
C/M3NUCTOM 060/I0YKM LEPBUKA/IBHOIO KaHasa (3KTouepBMKca M 3HAOLEPBUKCA), B TOM

yncne 3abpaHHblii B TPAHCMOPTHYO cpeay ANS XWAKOCTHOW LMTONOorn).
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B3sATne, TpaHCNoOpTMpPOBaHNE U XpaHeHWe uccriegyemoro 6uonormyeckoro Matepuana
cnefyet MpoBOAWTbL B COOTBETCTBUM C  HUXKENEPEUUC/IEHHbIMU  TPe6oBaHUAMY,
Hecob6/IoieHe KOTOPbIX MOXET MPUMBECTM K MOMYyYEHUI0 HEKOPPEKTHbIX pe3ys/ibTaToB

ccneioBaHus.

7.1. Ma3skm co C/IM3UCTON 060N04UYKN BRarauuia

B3atne maTepvana npoBect U3 3a4HEO0KOBOro CBOAA Bnaramwa C MOMOLbIO
CTEPUILHOTO OAHOPA30BOr0 30HAA-TaMMOHa WM YHUBEPCA/IbHOTO 30HAa B NPOOBUPKY C
TPaAHCMNOPTHON Cpefioil C MYKO/IMTUKOM B COOTBETCTBUUM WHCTPYKUMENA MO NPUMEHEHUIO
30Hga. HeobxogmMmMo MakcMMasibHO MOSIHO cobpaTb oTgensemoe. Pabouyto NOBEPXHOCTb
30H4a NMOMEeCcTUTb B TPAHCMOPTHYHO cpefy, 06/10MaB M1acTUKOBYHO OCHOBY. [lonycTuMo
MUHUMa/IbHOE MPUCYTCTBME NPUMECE B BUAE C/IU3N N KPOBMW.

BHumaHue! Bo nsbexaHve KoHTaMuHauum, Henb3s obpesaTb 30H4 HOXHULaMK!

Buonornyecknii  matepuas, MNOMELLEHHbIA B TPAHCMOPTHYIO Cpeady, XpaHuTb W
TpaHCNopTUpoBaTb COrNacHo TpeboBaHWAM, YKasaHHbIM B MHCTPYKUMW K MCMOJIb3yeMOM
TpaHCNOPTHON cpefe. JlonyckaeTca Nub OAHOKpaTHOE 3amopaxuBaHue-oTTanBaHue

maTtepuana.
7.2. CoCKOGbl 3NUTE/NNSI CO C/IM3NUCTON 060/I0UKN LIEPBUKA/IbHOTO KaHana

7.2.1. B3datne martepuana

Mepes nonydyeHnem matepuana cnusb U OTAeNIieMoe Brara/ma C NoBepXHOCTU
ek MaTKn yaanTb CTEPUSIbHbIM Map/ieBbIM TaMMNOHOM.

B3aTne matepuana nposBecTv u3 LepBUKasIbHOTO KaHana:

- C TNOMOLpBK CTEPWIbHOW OOHOPA30BOM  LEPBUK&/IbHON  LMTOLLETKU  WN
YHMBEPC&/IbHOr0 30HA4Aa B MPOOWPKY C TPaHCMOPTHOW Cpefo C  MYyKONIMTUKOM B
COOTBETCTBUM MHCTPYKUMENA MO NPUMEHEHMIO UMTOLLETKN / 30HA],;

- C MOMOLLbI0 CTEPWU/IbHOM OAHOPa30BON LIEPBUKA/IbHON LMTOLLETKM B MPOOMPKY C
TPaHCMNOPTHOM Cpefov ANs XWAKOCTHOM UMTONOrMM B COOTBETCTBUM WHCTPYKUMEN MO
NPUMEHEHMIO LUNTOLLETKM.

Mpy “cnonb3oBaHUM YHUBEPCA/IbHOTO 30HA4A 00beM COCKOOHOro otaensemoro éyger
MeHbLLE.

JonycTuMO MWHMMa/IbHOE MNPUCYTCTBUE MNpUMecelt B BUAE LEPBUKaUIbHOW C/U3N U
KPOBW.

Brvonornyecknii  matepuasl, MNOMELLEHHbI B TPAHCMOPTHYD Cpedy, XpaHuTb U
TpaHCcnopTMpoBaTb COr/lacHO TPeboBaHUAM, yKa3aHHbIM B WHCTPYKLMW K MCNOJb3yeMOW

TPaHCMNOPTHON cpese.
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7.2.2. lMpepnBapuTenbHasa NoarotoBka o6pasyoB, B3ATbIX B TPAHCMOPTHYIO

cpeny ANsi XNAKOCTHOM LNTONOTNK

OTob6paTb aIMKBOTY KIETOK A9 uccnepoBaHna metogom [LP  ogHopa3oBbiMM
HakoOHeYHVkamMn C UNLTPOM B O4HOPA3oOBYK NPoO6GMpKy. PekomeHayeTcsi CcHavana
oTobpaTh a/IMKBOTY KneTok Ansa MUP-nccnegosanns, nocre otobparb a/IMKBOTY KNeTOK-

[N NPOBeAEHNS XMUAKOCTHOW LIMTOMOMMN.

7.2.2.1. ToaroToBKa anuTeNinasbHbIX KNETOK (BblOpaTb OAMH 13 BapuUaHTOB)

BapuaHT 1

a) dnakoHbl ¢ obpasuamy (B TPaHCMNOPTHOW cpepe A1 XUOKOCTHOW  LIUTO/IOIMNN)
WHTEHCUBHO BCTPAXHYTb /1A Oe3UHTerpaumm KIeTok U ocTaBuTb Ha 12 vacoB g
OCaXAeHUs1 KNEeTOK.

6) AKkypaTHO u3 pacTtBopa otobpaTb 0,5 - 1,0 M1 OCceBLUMX KIETOK CO AHa dunakoHa
N NepeHecTn B YUCTYKD Npobupky obbemom 1,5 mi, Ha Npobupke ykasaTb HasBaHue
obpasua.

B) LleHTpudpyrnposatb npobupkm ¢ kinetkamu npy 10 000 g He MeHee 2 MUH.

N AKKypaTHO yAanuTb HaA0CaAOYHYH XWUAKOCTb M3 KaKAOW MPOOUPKU OTAE/IbHbIM
HakoHeYHnkoM 6e3 dmnbTpa Ha 200 MK/, MUCNOMb3YyS aBTOMATUYECKUA [03aTop Wn
BakyyMHbIi OoTcacblBaTesib, He 3axBaTbiBasd 0cafok. B npobupke ao/mkHO octatbea 100-
200 MK ocafka.

BapuaHT 2

a) ®dnakoHbl € obpasuamy (B TPaHCMOPTHOW cpefe A1 XUOKOCTHOW LIUTO/OINN)
WHTEHCUBHO BCTPAXHYTb A1 Ae3HTerpauum KieTok.

6) AKKypaTHO U3 pacTtBopa oTobpaTb 2- 5 M1 K/1eTOYHOW cycneH3nun (B 3aBUCUMOCTM
OT ee NJIOTHOCTN) M NEPEHECTU B YACTYHO NPOOUPKY 06beMOM 5 M, Ha Npobupke ykasatb
Ha3BaHMe ob6pasua.

B) MMpobupkn ¢ obpasuamu ueHTpudpyrmposatb npu 600 g (3000 06/MUH) He MeHee
10 MMHYT 1AM OCTaBUTb NPOGMPKN B LUTATMBE NP KOMHaTHOW Temnepatype (ot 18 go 25
°C) Ha 12 yacoB /151 OCaXAEHNA KNETOK.

N AKKypaTHO yAauTb Ha[0CaA0YHYH XWUAKOCTb W3 KaKOOW NPOOUPKU OTAesIbHbIM
HakoHeYHnkoM 6e3 dmnbTpa Ha 200 MK/, WUCMNOMb3YyA aBTOMATUYECKU [03aTop Wn
BaKyyMHbIli OTcacblBarTesib, He 3axBaTbiBas OCafoK.

0) B npo6upke Ha 5 mn gomkHo octatbea 900 -1000 Mk ocagka. NepeHecTn B YUCTYHO
npobupky Ha 1,5 mn BeCcb 06bLEM Ocajka.

e) UeHTpudpyrnposatb npodupkm ¢ knetkamu npu 10 000 g He MeHee 2 MUH.

X) AKKYpaTtHO y[asiMTb HaZ0CafO4HYH XWOKOCTb U3 KaKAoN NPOOGUPKM OTAesIbHbIM

HakoHeYHnkoM 6e3 dwmnbTpa Ha 200 MK/, UCNOMb3YyA aBTOMATUYECKUA [03aTop Wan
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BaKyyMHbIii OTcacbiBaTeflb, He 3axBaTblBasi 0cafok. B npoGupke Ha 1,5 mMa A0/MKHO

octarbca 100 - 200 Mkn ocajka.

7.2.2.2. OTMbIBKa anuUTesinasibHbIX KNeTOK

a) B kaxagyro npobupky c ocagkoMm KneTok BHecTM no 1 mna M-nu3mHa m3 Habopa
«MarHolpanm BMY». TwaTtenbHO nepemellaTb NPOOMPKA Ha BOPTEKCE W MNOCTaBUTb
ocaxpatbca Ha 30 MUH B LUTaATUBE.

BHUMAHWVE! Ecnm no wuctedyeHmn 30 MUHYT B NPO6GUPKE BUAHbI Cnedpl  He
pacTBOpPUBLLENCA CAU3UCTOM  NPOOKW, HeobXoauMOo  AOMNOMHUTENbHO  NepemellaTb
NPOGUPKY Ha BOpPTEKCE M OCTaBUTb B LUTATMBE elle Ha 15 MUH.

6) Mpobupkn c obpasuamm LeHTpudyrnposatb Npu 10 000 g B TEYEHME 2 MUH.

B) AKKypaTHO yAa/iTb Ha[0Ca[0uHY XUOKOCTb MO CTEHKE MPOOUMPKKU, He 3axBaTbiBast
0ocafoK, MCMosib3ysl BakyyMHbIA oTcacbiBaTesib U OTAENbHbIA HAKOHEYHUK 6e3 unbTpa Ha
200 MK ans kakpon npobbl. OctaBuTb 100 - 200 MK ocagka.

N B kaxagyro npobupky BHectu rno 1 mn d-6yepa n3 Habopa «MarHollpainm BMU»,
TUwlaTe/IbHO NnepemellaTb Ha BOpTekce.

n) Mpobupkn c obpasuamu LeHTpudyrmposatb npu 10 000 g B TeYEHME 2 MUH.

e) OTobpatb HagoCafouYHYH XWAKOCTb aHasiormyHo n. B). OcTtaButb 100-200 mKn
ocagka. [anee, akkypaTHO yAa/MTb OCTATOK Ha[0CaZ0YHOM >XMAKOCTU, He 3axBaTbiBas
0CafloK, W3 KaKAoih NPOGUPKN OTAE/bHbIM HAKOHEYHUKOM C omnbTpoM Ha 200 MKn,
NCNosb3ysa aBToMaTUYeCKuiA Jo3arop.

X) B kaxayto npobupky ¢ ocagkom kneTok BHecTu no 100 mkn Li-nm3mHa u3 Habopa
«MarHolparim  BlMY», TwWartenbHO pecycneHgMpoBartb 0CafoK MNUNETUPOBAHUEM,
NCMONb3ysA OTAE/bHbIA HAKOHEYHWK C ouibTpoM Ha 200 MK ANA Kaxaoin Npobbl. Mpobrpku
nepemeLLaTb Ha BOpTeEKce.

3) VHKybupoBaTb Npobbl He MeHee 2 4acoB (O0NycKaeTCA OCTaBUTb Ha HO4Yb) Npu

Temnepatype 60 “C.

7.3. CoCKOObI anuTenusa co C/AM3NUCTON 060JI0UKM YPeTpbI

B3sTne anuTenManbHOro cockoba u3 ypeTpbl NPOBOAUTL C MOMOLLLIO CTEPUIbHOMO
0HOPAa30BOro YHMBEPCA/IbHOIO 30HAA B NPOOUPKY C TPAHCNOPTHOWN CPesioin ¢ MyKOIUTUKOM
B COOTBETCTBMM MWHCTPYKUMEA N0 nNpUMEHEHW 3o0HAa. [onycTMMo MWHMMasibHOE
npucyTCTBME NPUMECEN B BUAE C/IU3N U KPOBMW.

Buonornyecknii  matepuan, MNOMELIEHHbIA B TPAHCNOPTHYIO Cpedy, XpaHuTb W
TpaHCnopTUpoOBaTb COrlacHO TpeboBaHUSAM, yKaszaHHbIM B WHCTPYKLUMU K UCMNOSb3YyeMOl
TpPaHCMOPTHON cpefe. [onyckaeTca Nub OAHOKpaTHOE 3aMopaxuBaHue-oTTauBaHue

martepuasa.
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8. MPOBEAEHVE NCCNELOBAHNA

WccnepoBaHve [O/MKHO NPOBOAUTLCA MPY HOpPMasibHbIX MOKasaTensix MUKpokaMmara
K/IMHUKO-AMarHocTnyeckor naboparopumn®:

- Temnepartypa okpyxatouero sosgyxa ot 20 go 28 °C;

- OTHOcUTenbHas BNaxHocTb 40 - 75 %.

8.1. 3kcTpakuma AHK 3 nccnegyemoro martepuana

Ona  akctpakuun [AHK wucnonb3oBaTtb Habopbl peareHToB, pPeKOMeHOOBaHHble
MponssoanTenem B pasgenie «[onosHuTensHoe obopyaoBaHne n matepuasbi». Mopsaaok
paboTbl ¢ Habopamun Ans akcTpakuum AHK cMOTpuTe B MHCTPYKUUKU MO UX NPUMEHEHUIO.
BHVIMAHWE! Tpn npoBegeHun uccnepoBaHUa HefonycTUMO MCMOJ/b30BaHUE 3KChpecc-
MeToLoB 3KcTpakumn AHK.

Kakgas rpynna akcTparmpyemblx 006pas3uoB [0/HKHA COMNPOBOXAATHCA MOCTAHOBKOW
oTpuuaTensHoro KoHTpons (OK) B ogHOM MOBTOpE.

B npouecce akcTtpakumm [AHK wucnonb3oBatb cnegywowme 06bLEMbI peareHToB U
nccnepyembix 06pasuoBs:

- 06BbeM nccnegyemoro obpasya - 100 MK1 B NpoGupkn s uccnenyemMbix 0o6pasLos;

- 06beMm peareHTa OKO - 100 mkn B npo6upky anst OKO;

- 06bem peareHTa, ncnosnblyemoro as1a aawouun AHK, - 100 M.
8.2. lNopgroTtoBka peareHTOB A/1A amnandmkaymm

8.2.1. Tpwn ncnonb3oBaHnn hopMbl Bbinycka 1.

8.2.1.1. Ortobpatb HeobxogmMmoe konn4yecTsBo npobupok c MLUP-cmecbio BIMY 16/18
ana amnnndukaumm JHK nccnegyembix M KOHTPONbHbLIX 06pasLOoB, NOYYEHHON Ha aTane
3KCTpaKLmm.

8.2.1.2. Y6eauTbcsA, YTO NapaduH MOAHOCTBLIO MOKPbIBAET PacTBOP Ha AHE MPOGUPOK.
B npoTuBHOM cflydae, He UCnosib30BaTb AaHHbIe NPOBUPKN.

8.2.1.3. Ha noBepxHocTb napadmHa BHecT no 10 mkn MUP-6ydepa-K, npm aTom OH

He JO/MKEH NpoBasMBaTbCs Mo, NPoc/onky napadumHa n cmewmsatbes ¢ MNMLUP-cmechto.

8.2.2. Tpn ncnonb3oBaHUN POopMbI Bbinycka 2.
BHUMAHWE! KOMMNOHEHTLI peakuMOHHOW CMecu criefyeT CMelluMBaTb HenocpeacTBEHHO
nepep nposegeHvem lLP.
BHVMAHUWE! B cniyyae npuroToBMeHNS peakLUMOHHOW CMeCH C NOMOLLbI0 aBTOMAaTUYeCKom

CTaHUMWN cnepfyinTe ykasaHUsiM MHCTPYKLMMK MO €€ UCMO/1b30BaHMI.

5 YkasaHbl AONyCTVMble HOPMbl TemnepaTtypbl W OTHOCUTE/IbHOW B/I&XHOCTM BO34yXa B paboyeil 30He
NPON3BOACTBEHHbIX MOMELLIEHNIA B COOTBETCTBMM C TpeboBaHmamMu TOCT 12.1.005-88 «Cuctema cTaHAapToOB
6e3onacHocTy Tovaa. ObLuve caHUTapHO-TUrneHndeckme TpeboBaHns K Bo3ayxy paboyeit 30HbI».
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8.2.2.1. Paccuutatb 06bembl [IUP-cmecu BMNY 16/18 wn MMLUP-6ydepa-H,
TpebytoLwmecsa 418 NPUroToBAEHUS peakUMoHHO cMmecn (cm. Tabnuuy 4). CMecb roToBUTb
Ha obLLee 4Mcio nccnenyembiX U KOHTPOJIbHbIX 06pasLoB NOC 3anac He MeHee YeM Ha

O1HY PeakLuIo.

Tabnvua 4
PacueT 06bEMOB KOMMOHEHTOB /151 OJHOW peakLMOHHOM cmecu
™" PeareHT O6Lem, MK/ OB603HaqeHs
MLP-cmecs BMY 16/18 10,0¢(N+1) N- KonmuecTso 06pasuos AHK, nosyyeHHbIX Ha
MLP-6ychep-H 5,04(N+1) aTane 3KCTPaKUMK, BKIKOHAs KOHTPO/

8.2.2.2. Tepemewarb cogepxmmoe npobupkn ¢ TLUP-cmecbio BIMY-16/18 un
MuUP-6ydepom-H, ocagntb kanam Ha BOpTeEKCe.

8.2.2.3. Otob6bpaTb HeobXxoouMOE KO/IMYECTBO MPOOGMPOK WM CTPUNOB 4SS
amnndukaumm OHK unccnepyembiX UM KOHTPOSIbHbIX 00pasuoB, MOJSyYEHHOW Ha 3Ttane
aKCTpakuun. Bblbop npobupok Ana  amnandukaumMm  3aBUCUT  OT  UCMOJIb3YEMOro
amnnngurkaTopa ¢ CUCTEMOWN AETEKUNN B peXnMe «peasibHOro BpeMeHM».

8.2.2.4. BHecTU B NpPo6GUPKM Mo 15 MK NPUrOTOBAEHHOWN pPeakUMOHHOW CMECH.

BHUMAHWE! Heuncnonb3oBaHHbIE OCTATKN PeakLMOHHON CMEeCU XpaHEeHU0 He nognexar.

8.2.3. lpu ncnonb3oBaHuUu Popmbl Bbinycka 3.

8.2.3.1. Otob6paTb Heo6XxoAMMOe KOSIMYECTBO CTPUNOBaHHbLIX Npobupok ¢ MLP-
cmecbto BIMY 16/18 gna amnnandpmkauumn OHK nccnepyemMbix Y KOHTPOJIbHBIX 06pasLos,
MOSTYY4EHHOIN Ha 3Tane 3KCTpakuum.

8.2.3.2. Y6eantbcs, 4TO napacduH NOSIHOCTLIO MOKPbIBAET PacTBOp Ha AHEe NPOOMPOK.
B npoTMBHOM criyyae, He 1UCMnosib30BaTb AaHHble NPOGUPKN.

8.2.3.3. Ha nosepxHocCTb napadmHa BHecT no 10 mkn MNLUP-6ydepa-K, npm sTom oOH

He [0/HKEeH NpoBa/IMBaTbLCA MOA NPOCNONKY napaduHa n cmewmnsatbes ¢ MNLP-cmeckHo.

8.3.  BHeceHue npob AHK, npoBegeHne amningukaunm n getekumm
BHVMMAHUME! TMpu po6asneHun npo6 AOHK, akcTparMpoBaHHbLIX C MOMOLLbD HabopoB
peareHToB A/19 NPOBEAEHNS IKCTPAKLMM METOAOM COpOLMM Ha cumkarene uim MarHUTHOM
cenapauuu, Heobxoanmo nsberatb nonagaHus copbeHTa B peakuMOHHY CMECh.
BHUMAHWE! T[lporpammupoBaHne U1 3anyck amnaudukatopa npoBOAUTL COM/1acHO
MHCTPYKUMWN MO ero npuMeHeHuto. PekoMeHayemble napameTpbl g8 nporpaMMypoBaHns
amMnIMgnkKaTopoB ykasaHbl BO BK1adblle, npuiaraeMom K Habopy.

8.3.1. BHecTV B NOAroTOB/IEHHBbIE NPOBUPKN C peakuNoHHOW cMmecbto o 10 Mk Npo6
AHK, nony4yeHHbIX B pe3ynbTtaTe 3KCTpakuuu.

8.3.2. BHecTM B MOAroToB/IEHHbIE MPOOUPKN C PeakUMOHHOW CMECb) KOHTPOJIbHbIE

ob6pasLbl.
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Mpn NpoBeAeHNN KayeCTBEHHOIO aHaIn3a,

a) MonoxuTenbHbI KOHTPOsb MLP - B 0gHY Npobupky ana obpasua K2 sBHecTy 10 MK/
K2 BINY CKpPUHWHI.

6) OTpuLaTenbHbIN KOHTPO/Ib SKCTPAKLUMK - B 0A4HY NPobupkKy ans obpasua OKO BHeCTU
10 MKn Npo6bl, aKcTparnpoBaHHon 13 OKO.

B) OTpuuatenbHblii KoHTpob MUP - B ogHy npobupky ans obpasuya K- BHecTn 10 MK
peareHTa K-.

Mpn NpoBefeHNN KONIMYEeCTBEHHOIO aHa/In3a:

a) O6pasey K1 - B ogHy npobupky BHecTn 10 mkn KL BMNY CKPUHUHT.

6) O6pasey, K2 - B ogHy npobupky BHecT 10 Mk K2 BMNY CKPUHUHT.

B) OTpuLaTesibHbIA KOHTPO/Ib AKCTPaKUUn - B OAHY NPooupky as1s obpasya OKO BHeCTH
10 MKn Npo6bl, aKcTparnpoBaHHowm 13 OKO.

N OTpuuyatenbHblit KoHTposib MUP (K-) - B ogHy npobupky ansa obpasua K- BHecTn
10 mkn peareHTa K-.

8.3.3. 3anporpammmnpoBaTtb amnandukatop C CUCTEMOM [AeTekunn B pexume
«peasiIbHOro BpEMEHMW» A5 BbINOJHEHUS €QUHON Nporpammbl aMmnandmkaumm n getTekumm

do/lyopecLEeHTHOro curHana (cm. tabnuuy 6).

Ta6bnvua 6
EavHas nporpamma amnanukaymm mn getekumm olyopecueHTHOro curHana
o JeTeklpla no kaHanam gis Konnuectso

Lkn Temnepatypa, °C Bpewms dyopodhopos LVKOB
1 50 15 MvH - 1
2 95 15 MvH - 1
3 95 Oc - 45

60 20c PAM, Cy5

MpumeyaHne - C KUCNOMb30OBaHMEM €4MHON nporpammMbl MOXHO OZHOBPEMEHHO
npoBOAWTbL B OAHOM Mpubope Nboe coyeTaHWe TECTOB, BK/IKOYAs TECTbl C 0OpPATHOWA
TpaHckpunumein n amnandukaumnein. NMpyv ogHOBPEMEHHOM NPOBEAEHMUN HECKOJ/IbKMX TECTOB
AeTexkunst plyopecuUEeHTHOIo CUrHasia HasHavyaeTCsl U No APYrMM MCMoNb3yeMbiM KaHanam,
NMOMMMO YKaszaHHbIX B Tabnuue. B cnyyae ecnm B ogHOM npubope OAHOBPEMEHHO
NMPOBOAATCA TECTbl TOMLKO Ans BbiaBneHus OHK, MOXHO yaamMTb M3 AaHHOW nporpaMmmbi
nepsblii Wwar oépaTHon TpaHckpunummn (50 °C - 15 MUHYT) A1 3KOHOMUM BPEMEHM.

8.3.4. YCTaHOBMUTb NPOOUMPKN WA CTPUMbI B AYENKM peakuMoHHOro Moay s npuoopa.

MpumeyaHne - PekomeHayeTcsi nepep NOCTAHOBKOM B aMniMgIMKaTop NAaHLWeEeTHOro

TUNa 0CaAUTb Karnay co CTEHOK NMPOBUPOK Ha BOPTEKCE.

® feTekumsa curHana ana dayopodopa R6G ocyllecTBAseTcsa N0 KaHay AeTekumu A1s aHanormuHbIxX
thnyopodpopos HEX, JOE, Yellow, VIC.
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8.3.5. 3anyctutb  BbINO/IHEHME  Mporpammbl  amnandukauum ¢ getekuunen
Jo/lyopecLEeHTHOro curHana.
8.3.6. [pnbop npoBOAUT permcTpauuno lyopecueHTHOro CurHasia aBToMmaTUYeckn B

pPeXrMe «peasibHOro BpeMeH».

8.4. AHanu3 n BblunC/eHNE pe3y/1bTaToB

BHUMAHME! O6paboTky pAaHHbIX (d)/lyOPECUEHTHbIX  KPWBbIX), MOJIyYEHHbIX B
nporpaMmmMHOM obecneyeHun npnéopa, ncrnosibyemMoro g nposegeHus MNLUP ¢ getekunen
B peXMMe «peasibHOro BpeMeHW», NPOBOAUTL COM1aCHO MHCTPYKLMK MO ero NPUMEHEHNIO.
PekomeHayemble napamMeTpbl A1 06paboTKM  [aHHbIX yKasaHbl BO  BKI1adbllle,
npunaraemMom K Habopy.
BHVMAHUME! KonnyecTBeHHbI aHann3 pe3ynbTaToB BO3MOXHO MNPOBOAUTH TOJIbKO B
aBTOMaTUYECKOM peXrmMe C UCMNoJb30BaHWEM NpPorpamMmmHoro obecneyenns FRT Manager
(OO0 «WHTepNabCepsuc», Poccusa, PY Ne P3H 2019/8870) cornacHo pyKoBOACTBY
nonb3oBaTesis, BblbpaB MeToAMKY, YKasaHHyl BO Bknajpllle, npusiaraeMom K Habopy.
PykoBoacTBO nosb3oBarens pasmelleHo Ha  ohmunasibHOM cante  0OO0O
«MHTep/TabCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/.

O6paboTka W pacyeT pes3ynbTaTtoB MNPOUCXOAMUT HA OCHOBaHMM Hanuumsa  (unm
OTCYTCTBMSA) NepeceyeHns KpMBoW doniyopecueHummn S-obpasHoi (CurmoobpasHoii) hopmbl
C YCTaHOBJ/IEHHOM Ha COOTBETCTBYKLIEM YPOBHE MNOPOroBOM /IMHWEN, 4TO onpepenser
Hannune (UM OTCyTCTBME) ANs AaHHoW npobbl AHK 3HavyeHus noporosoro umknia (Ct) B
COOTBETCTBYIOLLEN rpacbe  TabNUUpl pe3y/ibTaToB. MapameTpbl 06paboTKN
doNyopecuUeHTHbIX KpMBbIX 3aBUCAT OT WCMNOJIb3yeMou mMogenn amnandukaropa (cwm.
BK/1abILW K HAOOPY M MHCTPYKUMIO NO NPUMEHEHMI0 amnandukarTopa).

KpuBble HakonneHus ayopecLeHTHOro CurHasia aHasiM3vpyroTcsa Mo TPeM KaHanam

aetekunn (cm. Tabnuuy 7).

Ta6bnuua 7
JeTtekuna doiyopecueHTHOro curHana
KaHan gna cdonyopodopa PAM R6G Cy5
[HK (3-rno6uHosoro reHa
MpoaykT amnandukauum OHKBIMY 16 AHK BMY 18 yesioBeka
(BKO Glob)

Ha ocHOBaHWM MONyYeHHbIX 3Ha4yeHuin noporosoro uvkna (Ct) 1 3afaHHbIX 3HaYEeHUI
KOHUEHTpauuii [N KanmbpaTtopoB CTPOUTCA Ka/IMOpOBOYHAA KpuBasi, MO KOTOPOW
npoBoguTca pacyeTt KoHueHTpauun AHK BIMNY u KonnyecTBo reHOMOB 4yesioBeka Ha 1 mn
nccnegyemoro obpasua /peakuMoHHY0 cMecb. onlyyeHHble 3HaYeHUs UCNONb3YTCA 15
pacueta konuyectsa JHK BIMY, npuxogdaweroca Ha 10® KIETOK YesiOBEKa.
HopmupoBaHHbIe 3HaYeHUs KOHLIEHTpauuii OTpaxalT KOSIMYECTBO KOMuii BO3OyauTens
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OTHOCWUTE/IbHO K/IETOK YesioBeka. oslyyeHHble 3HauyeHus KoHueHTpauuii HK venoseka
MO3BOMIAIOT  OLEHUTb  KAuecTBO  B3ATUS  6GMOMorMyeckoro  martepuana. Pacuet

HOPMMPOBAaHHbIX 3Ha4YeHWin KoHueHTpauun AHK BMY npoussoaaT no copmyne:

., uucno konun AHK BNY B 1Mn "2 *10N) = Ig (uncno konumii AHK BMNY Ha FONKMeTOK YenoBeKa)
19 ("'-II/ICI'IO konui JHK 4venoBeka B 1 M
roe 2 —aT0 KOSd)CbI/ILI,I/IeHT nepecyeTa Kosimvyecrtea Konui ,D,HK yesioBeKa B KO/IM4eCcTBO
KNeToK. HopMupoBaHHbIe 3Ha4YeHud KOHLI,eHTpaLI,VIVI OTpaxXalT KO/IMYEeCTBO Konuii

BO36y,£l,VITeJ'IFI OTHOCUTEJIbHO KJ/IETOK YEsI0BEKA.

8.5. NHTepnpeTauusa pesysibTaTtoB

VHTepnpeTaunio pesynbLTatoB NPOBOAAT B ABYX BapuaHTax:

- B Ka4eCTBEHHOM (popmare BPY4YHYK B COOTBETCTBUWM C Tabnumuein 8 n BkIagbiem,
npunaraeMbiM K Habopy. PesynbTtaT uCCnefoBaHUSA CUMTalOT [OCTOBEPHbLIM, ec/v
pe3ynbTaTbl, MNOJIy4YEHHblEe [/15 KOHTPOJIbHbIX 06pasLoB, COOTBETCTBYHOT KPUTEPUSM
Ba/IMAHOCTH, YKa3aHHbIM B Tabnuue 10;

- B KayeCTBEHHOM W KO/NYECTBEHHOM (popmaTe B aBTOMATUYECKOM pexunme C
ncnosb3oBaHMeM nporpaMmmHoro obecneveHna FRT Manager (OOO «W/HTep/1la6CepBuc»,
Poccua, PY Ne P3H 2019/8870) corniacHO pykKOBOACTBY MO/ib30BaTens, Bblopas MeTOAUKY,
yKasaHHyl0 BO BKknagbllwe, npunaraeMoM K Habopy. PykoBoAcTBO Mosib3oBaTens
pasmelwleHo Ha oduumanbHom  cante  OOO «WHTep/labCepsuc» no  agpecy:
https://www.interlabservice.ru/service/frt/. Vicnonb3yemble B nporpammMHOM oObGecrneyeHum
aNIrfopuTM  UHTEpnpeTaunn pesynbTartoB A1 UccredyemMblX 06pas3yoB U KpUtepun
Ba/INAHOCTU pe3ynbTaToB, MOJTyYeHHbIX 4151 KOHTPOeW, npeactasneHsl B Tabavuax 9 n 10
COOTBETCTBEHHO.

Ta6bnuua 8

NHTepnpeTauusa pe3ynbLTaToB A/18 UccneayeMbiX 06pa3LoB

PesynbTar WHTepnpeTaunsa

3HauveHne Ct no kaHany pana  dnyopocopa Cy5 He
ornoefesieHo WNu OnpefesieHo Bbile rpaHnyHoro”
3HaueHne Ct no kaHany pana duiyopogopa PAM,
ONpEefeNeHo He Bbille [PAHWYHOTO U 3HaueHue Ct no AHK B4 BKP 16 Tna o6HapyxeHa
kaHasty Cv5 onoefienieHo He Bbllle rpaHn4yHoro

3HauveHne Ct no kaHany pna  dnyopodopa R6G,

onpefeneHo He Bbille FPAHWYHOTO W 3HayeHue Ct Mo [HK BMNY BKP 18 T1na o6HapyxeHa
kaHasty Cy5 onpefieneHo He Bbllle rpaHn4yHoro

3HaueHua Ct no kaHanam ana dpnyopodopos PAM un R6G

He onpegesieHbl WM ONpefefieHbl Bbille PaHUYHOro JIHK BIMY BKP He o6HapyxeHa
3HayeHuns, a 3HadeHune Ct no kaHasty Cy5 onpeneneHo He

BbILLIE TPAHNYHOTO

HeBanunaHbIii

A paHnuHble 3HaveHns CtykasaHbl BO BKIaAbILIE, NpUIaraeMomM kK Habopy.
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Tabnuua 9

NHTepnpeTaums pe3ynbTaToB A5 UCcreqyemMbix 06pa3LoB
NPy NpoBeaeHNM KOJIMYECTBEHHOIO aHa/In3a

PesynbTar MHTepnpeTtaunda
3HaveHne Ct no kaHauty gnsa cdiyopochopa Cy6 (OHK
yefioBeka)  OTCYTCTBYeT WM  OnNpefesieHo  Bblwe HesannaHbin!
rpaHMuHOro®, WM onpegeneHo, Ho nmpu  atom HejocTatouHoe kosmyecTBo marepuana s
paccuMTaHHOe  KO/IMYEeCTBO  K/NEeTOK  YesioBeKka B aHa/imsa

nccnegyemom obpasue meHee 500 B peakumio

3HayeHne Ct no Bcem kKaHanam pna BlMY otcytcTeyerT,

3HadyeHne Ct no kaHany pna dnyopodopa Cy6 (OHK

yesioBeKa) ONPeAeNIeH0 He Bbile FPaHUYHOro, NPy 3TOM AHK BbisiBnsieMbix BMNY He o6HapyxeHa

paccuMtaHHoe  KO/IMYECTBO  K/IETOK  YesioBeka B

nccnegyemom obpasue 6osiee 500 B peakumio

CymmapHas KoHueHTpaunsa BMN4Y<3 1a
HU3KWIA PUCK pasBUTMS AucCnaasunm

CymmapHas KoHueHTpauus Bry>3 1
BbICOKUIA PUCK pa3BUTUS AMCMIa3MM

MeHee 3 1n,(BMNY Ha 10® KneToK YenoBeka)

Bobiwe 3 1n,(BMNY Ha 10® kNeTok Yyenoseka)

Tabnuuya 10

KpuTepun BanMaHOCTU A/11 KOHTPOJIbHbIX 06pa3LoB

Pe3synbTaTbl amnandukayum no kaHany Ans

N
KoHTponb ®[*podopa
FAM R6G Cy5
. OKO 3HauyeHue Ct oTcyTcTByeT
(oTpyLaTesIbHBIA KOHTPO/b 3KCTPaKLun)

K-

> 3HaueHue Ct oTcyTCTBYET
(oTpuuaTensHblid KOHTpob MLUP)

K1 BMY ckpunumHr (K1) OnpepeneHo 3HavyeHne Ct

K2 BMY ckpuHuHr (K2) OnpegeneHo 3HadyeHne Ct He Bbllle rpaHuyHOro®
K1 BIMY ckpuHUHT (K1) Mokasarenb adpchekTnBHOCTU (E) 4Nna kanmbpaTopos
K2 BMY ckpuHuHr (K2) yknagpisaeTca B AgnanasoH 0,8 -1,2

8.6. BO3MOXHble ownbKN

8.6.1. [Ona otpuuarenbHoro KoHTpona (OKO wm K-) no kaHany gnia doayopodoopa
FAM, R6G/HEX/JOE/VIC n Cy5 onpefesnieHo 3HayeHne noporosoro uukna (Ct). BepoaTHa
KOHTamMnHaumsa nabopaTopum NpoaykTamym aMnamdukauum uam KOHTaMMHaUMs peareHToB
Unn unccnepyemblx o06pasuoB Ha KakoM-mbo aTane uccnefgoBaHud. Heobxogmmo
NpeAnpuHATL MEPbI MO BbISBNEHWIO U NIMKBMAALMN UCTOYHMKA KOHTaAMUHALMN 1 MOBTOPUTb
nccneposaHve gns Bcex obpasLos, B KOTOpPbIX 06HapyxeHa OHK aHanmaupyembix BMY,
HauMHasa c aTana aKkcTpakunn JHK.

8.6.2. [na otpuuarenbHoro KoHTpons (K-) no kaHany gna dpayopocopa FAM, n/nnn
R6G/HEX/JOEA/IC winnn Cyb onpefgeneHo 3HayeHne noporosoro uvkna (Ct). BeposTHa
KOHTamMunHaumsa nabopartopun npoaykTraMmm amnangukaumnm nim KOHTammHauusl peareHTos,

nccnedyeMbix 06pasUoB Ha Kakom-nvM6o atane [LP-uccnegosaHus. Heo6xoammo

®paHnyHble 3HaveHns Ct ykasaHbl BO BKIapllle, npuiaraemomM K Habopy.
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I NpeAnpuHATL Mepbl MO BbISBMEHUIO U NNKBUAALMA UCTOYHMKA KOHTaMUHAUUN U NOBTOPUTb
I MLP-nccnepoBaHne Ansi Bcex obpasLos.

8.6.3. Ecnm nokasatenb ahheKkTMBHOCTN E ona KanmbpaTtopoB He yknagblBaeTcs B
AvanasoH 0,8 - 1,2, HeoOXoAMMO NPOBEPUTL MNPaBU/ILHOCTL 3a@aHHbIX KOHLEHTpauuia
KannbpaTtopoB B COOTBETCTBMM C BKIadblllemM K Habopy peareHToB W MpaBU/IbHOCTb
BbIGPAHHOrO YPOBHSA MOPOroBOW SIMHUW. ECnn npu npaBuibHO 3a4aHHbIX KOHUEHTpaumsxX
Ka/1mbpaTopoB M YpPOBHE MOPOroBON IMHMKN NokasaTtesb 3pheKTUBHOCTM He yKNaAblBaeTcs
B TpebyeMblii AgnanasoH, criedyeT NoBTOPUTL MUCCefoBaHne, HavymHas ¢ atana MupP.

8.6.4. [na wnccnepgyemoro obpasua onpefesieHo 3HayeHwe MoporoBoro uukia, npu
3TOM Ha  rpadvke  doiyopecLeHunn OTCYTCTBYeT  y4yaCTOK  XapaKTepHOro
3KCMOHEeHUnanbHoro nogbema (rpadpuk npeacrasnser coboil NPUGAN3UTENBHO NPSAMYIO
NIMHU0). HeobxoauMo MpoBepPUTb NPaBWU/IbHOCTb BbIOPAHHOrO YPOBHS MOPOroBOM JINHUM
WM napamMeTpoB pacyeTa 6a30BON NMHMW. Ecnn pesynbTar nosyvyeH npyv npasu/ibHOM
YpOBHE MOPOroBOM /ivHMK  (6a@30BOM  NIMHWMM), TpebyeTcss MNOBTOPHO  MPOBECTU
amMnMgukaumio 1 geTekumo gns aToro obpasya.

8.6.5. B cnyyae nonyyeHus HeBaMOHbIX pe3ysbTaToB TpebyeTca NOBTOPHOE
nccnegosaHne obpasua, HaumHas ¢ atana akcTpakumm AHK. B cnyyae BocnponsBoanMoro
pesynbTara pekoMmeHayeTcs NOBTOPHO NPOBECTU 3ab0p M uccnepoBaHne 6MOI0rMYecKoro

MaTtepunavia.

8.7. [dmnarHocTu4yeckoe 3HauyeHue MNosly4YeHHOro pesysbraTa

MNLUP-uccnegoBaHne siBNsieTCs OAHUM U3 METOAOB BCECTOPOHHEro 06c/efoBaHNs
nauveHTa, Ha OCHOBAHWUM KOTOPbIX /levalllMii Bpay ycTaHaB/MMBaEeT AMarHo3 U BblbvpaeT
MEponpUATMS MO NIEYEHUO NauueHTa. Pe3ynbTaTbl, MOMyYeHHbIE MpU UCMOJSIb30BaHUN
Habopa, cnefyeT paccMaTpuBaTh W MHTEPNPETUPOBATL B COUETAHWUM C AAHHLIMU APYrUX

KITMHNYECKNX " na6opaTopr|x VICCI'IGAOB&HI/IVI.

9. ®YHKUMNOHAJIbHbIE XAPAKTEPUCTUNKN HABOPA

9.1. Mpepaen o6HapyxeHna™

Mpegen o6HapyxeHuss Habopa «Amrmlpaiv® BIMY BKP 16/18» 6bu1 onpegeneH ¢
MCMonb3oBaHNEM NpobuT-aHann3a ¢ 95%-0in oBepUTENbHON BEPOSATHOCTLIO (CM. Tabnmuy 11).

3HaueHua XapakTepuCcTUKK, ykasaHHble B Tabnuue 11, gocturatotcs npu cobniogeHnn

npaBw/, yka3aHHbIX B pasaene «lccnemyemblii Matepuass.

®MNpepen obHapyxeHus - 95%-0e NoMoXMTeNbHOE NOPOroBOe 3HaYeHue KoHLUeHTpauumn (KoHueHTpaunsa AHK
BMY BKP, npu kKoTopoit 95% TecToB AaloT MNOMOXUTENbHLIA pesysibTar).
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Tabnnua 11

Mpeaen obHapyXxeHnst Habopa

T BMY Mpepen obHapyxeHna no Probit 95%, 95%-blii 4OBEPUTENbHbLI NHTEpBarn,
mn Konuin/mn Konwui /mn
BM4y 16 1x103 6,71x103-1,89x103
B4y 18 1x103 6,70x103-1,72x103

9.2. JIMHENHbI Anana3oH U3MepeHnsa 1 Npegen n3MepeHns

[dnana3oH, B KOTOPOM Habop AaeT SIMHENHbIA OTBET, HaxXoA4MTCcA B npegenax ot 3x10M
0o 3x10® konuia/mn. Mpegen naMepeHns Habopa SBNAETCA HWXKHUM npenenom JIMHENHOro
AvanasoHa M3MepeHusi Habopa. YkasaHHble 3HAYeHUsI XapakTepUCTUKMA AOCTUraloTCcsa npu

CO6/MI0AEHNN NPABWI, YKa3aHHbIX B pasaene «Mccnegyemblii Matepuans.

9.3. AHanutnyeckasa crneyngpUYHOCTb

Habop peareHTOB 06HapyxmBaeT parmeHTbl AHK BMNY BKP 16 1 18 reHoTUnos.

AHanutnyeckas crneym@uUHoCcTb Habopa «Amnulpanm® BMNY BKP  16/18»
oueHnBanacb TectuposaHnem AHK MmukpoopraHusmos (cm. Tabnvuy 12) n reHomHon OHK
yenoseka. JHK MykpoopraHn3moB B KOHLEHTpauun He MeHee 1x10® Konuin/mn 1 reHOMHyHo
OHK uenoBeka BHOCMAM B 06pasubl OMONONMYECKOro MaTepuana, He coaepxatine
onpepgensemble ¢ nomouwpo Hadopa AHK Tunbl BMY. [JonosiHMTeNIbHO NOATBEPXAa/10Ch
OTCYTCTBME NEPEKPECTHLIX peakunin mexay BbisBnseMmbiMi HK reHotunammn BIY.

Tabnuua 12

MWKpPOOpPraHn3mMbl, UCMO/b3yeMble A/151 OLEHKN aHA/IMTUYECKOW CneLgUUHOCTM

MMKpOO praHn3m

Candida albicans Neisseria meningitides

Candida glabrata Staphylococcus saprophyticus

Candida krusei Staphylococcus agalactiae
Chlamydia trachom atis Staphylococcus aureus

Escherichia coli Shigella flexneri
Enterobacter aerogenes Shigella sonnei
Enterobactercloacae Salmonella typhi
Haemophilus influenza Salmonella enteritidis
Listeria monocytogenes Salmonella abony
Mycoplasma genitalium Pseudomonas aeruginosa

Neisseria gonorrhoeae

Mpn TecTupoBaHun o6pas3yos [JHK BbllWenepeyuncrieHHbIX MWUKPOOPraHU3mMoB WU
reHomHoi [HK yenoBeka c Ucnonb3oBaHMEM Habopa NepeKkpPecTHbIX peakunii BbIsIBIEHO

He Obl0.
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9.4. Bocnpon3BoguMOCTb 1 NOBTOPAEMOCTb U3MEPEHUS

BocnponssogmMmMoCcTb 1 NOBTOPSAEMOCTb M3MEPEHUI C MOMOLLBD Habopa oueHUBaUIn
nyTeM TeCTUPOBaHWA MOZesbHbIX 06pa3uoB GMOMOrMYECKOro Marepuana, cogepxalynx
[HK BbisiBNsiembIx TMNoB BMY B Tpex gvana3oHax KOHUeHTpauui (cM. Tabnuuy 13 n 14).
MogenbHble o6pasubl Obl/IM  MPUTOTOB/IEHbI  pa3BefeHneM CcTaHAapTHbIX 06pasyos
npegnpuaTus, cogepxawmnx AHK Bbisensemblx Tunos B4, B 6uonornyeckom marepuane,
He cogepxawem AHK ykasaHHbix TunoB BIMY. Kaxablii obpasel npoxoaun Bce aTarnbl
nccneposaHusa (akctpakuymo AHK, amnandukaunio AHK 1 geTekuunto pesynbtaTos).

TecTnpoBaHne KaXAoro passefeHus O/ OLEeHKM MOBTOPAEMOCTV npoBoAnnoch B 16

NoBTOpax, A/1s1 OLEHKM BOCMNPOU3BOAMMOCTY - B 32 MOBTOpAX.

Ta6bnmua 13
MoBTOPAEMOCTb U3MepPeHUs
NcxoaHoe 3HavyeHne CpegHee nsmepeHHoe CraHpapTHOe KoadhpuuymeHT
Twun BMNY KOHUEeHTpauum, 3HayeHune oTK/IoHeHue <$0), Bapuauun (CV),
Kkonui/mn KOHUeHTpauuu, loao 1<MO %
BNy 16 4,47 0,08 181
1,0x10*-3,0x10"
B4y 18 4,48 011 2,35
BMN4Y 16 547 0,12 2,25
1,0x107-3,0x10®
B4y 18 5,60 0,10 1,74
BM4Y 16 6,48 0,06 0,87
1,0x10®-3,0x10®
BNy 18 6,48 0,06 0,82
Tabnuua 14
Bocnpou3BogMoCTb U3MepPeHUs
VicxopHoe Cpeanee CtaHpapTHOe KoathpuuneHT
Tun BNY shadenne VSMEpEenHoe OTK/IOHEHNE Bapuauyun (CV),
KOHLUeHTpauuwu, 3HayeHue . o
o . (SD), logic %%
Konun/mn KOHUeHNnMLWnn. logio
BMNY 16 4,45 0,08 1,88
1,0x1 O*-3,0x10™
B4y 18 4,47 0,07 1,56
BM4y 16 4,48 0,09 1,67
1,0x10®-3,0x10®
BrM4y 18 5,48 0,07 1,28
BM4Y 16 5,46 0,08 1,44
1,0x10®-3,0x10®
BNy 18 5,47 0,09 1,66

9.5. lNpaBU/IBHOCTb U3MepeHns
MpaBUIbLHOCTL M3MEPEHUS C NMOMOLLbI0 Habopa «AMnanlpaiM® BINY BKP 16/18» 6binia
onpegeneHa nyteMm TecTMpoBaHWUS CTaHAapTHbIX 0bpasuoB npeanpuatus B 40 noBTopax

(cm. Tabnuuy 15).
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Tabnuua 15

[MpaBUNbLHOCTb U3MEPEHUS

YcTaHoB/IeHHOe
CpepHee 3HaueHme CucTteMaTnyeckas rnorpewHocTb (B)

Twn BMY 3HaueHue
v3vepeHns, lono KOHLIeHTpaLmn, 1000 logio %
BM4y 16 561 570 0,09 1,60
B4y 18 5,69 5,70 0,01 0,18

9.6. AwnarHoctu4yeckas cneunnyHOCTb U AnarHoCcTu4eckas 4yBCTBUTE/IbHOCTb

[na onpepeneHns AMarHOCTMYECKON CneunupryHOCTU U YyBCTBUTENBLHOCTU Habopa
«AvMnnulpanv® BMY BKP 16/18» 6binv mcnonb3oBaHbl 204 o6pasua OTAeNsSEMOro
CNM3NCTON 060/104KM BRaranvua (masku), 203 obpasila cockoba anUTennsa co CN3NUCTON
000/104KN  LIepPBUKa/IBHOTO KaHana, B3ATbIX B TPAHCMOPTHYH cpedy A8 maskos, 204
obpasua cockoba anuTennss co C/AM3UCTON 060/I0YKM LIePBUKasIbHOTO KaHana, B3ATbIX B
TPAHCMOPTHYIO Cpeay AN XUAKOCTHOM uutosnornm, 202 obpasua cockoba anutenus co
cnmn3ncTon obonoukn ypetpbl, 201 obpasel, cockoba anuMTennst co C/AUM3UCTON 06O00UKM
MPAMON  KALLIKW.

B kauecTBe HAbOPOB CpaBHEHWS, C NOMOLLbIO KOTOPbLIX ycTaHaBMBauim otcytcTene AHK
BMN4Y BKP, ncnonb3osasimcb cnegyouime Habopbl peareHTos:

- Habop peareHTOB Ansi KONM4YeCcTBEHHOro onpegenenns AHK BupycoB nannanombl
yenoseka (BIMNY) BbicoKoro kaHueporeHHoro pucka (BKP) 16, 18, 31, 33, 35, 39, 45, 51, 52,
56, 58, 59, 66, 68 reHOTMNOB B GMOMIOIMYECKOM MaTepuasie MeToAoM MNoMMeEpPa3HoN
uenHon peakuyumn (MUP) ana anarHocTukm in vitro «<AMnAnCeHc® BIMY BKP ckpuH-TUTp-14-
FL» no TY 9398-231-01897593-2015 (PY Ne P3H 2017/5387);

- Habop peareHtoB Ans AndbdepeHUnanbHOrO BbISIB/IEHUS W KOSIMYECTBEHHOMO
onpegeneHna AHK Bupycos nanwuasomsl Yyenoseka 16, 18, 31, 33, 35, 39, 45, 51, 52, 56,
58 1 59 TMNOB BbICOKOTO KaHLEPOreHHOro pucka MeToaoM NosIMMEpPasHOoA LIeNHON peakuum
B pexume peasibHoro BpemerHn (Peanbect AHK BIMY BKP reHoTMN KOMMYECTBEHHBI) MO
TY 9398-320-23548172-2011 (PY Ne ®CP 2012/13457).

Tabnuua 16

Pe3ynbTaTbl TECTUPOBaHMA OTpULATE/IbHbIX 06pa3L,0B BMONOrNYECKOro
MaTtepuana ¢ NnomMoLlb Habopa «AMnnulpanv® BMNY BKP 16/18»

IIlp BareBmbie o6pasubi PesynbTaTbl TECTUPOBaHUSA
K 060a3LbI Amnnulpanim**” Hab6op
Tun oNnn4ecTso pasy BMY BKP 16/18 cpaBHeHus
o MonoxumTenbHbIX 103 103
Ma3Ku CO CN3NCTO 204
obonoqku Bnaraimwa OTpULAaTENbHBIX 101 101
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Nccnepnyembie 06pasubl Pe3ynbTaTbl TECTMPOBAHUSA

Amnnunlpanm® Ha6op
Tun Konndectso O6pasye! BMYU BKP 16/18 cpaBHeHUs

Cockobbl anuTenus co
C/M3NCTON 060OUKM MonoxuTesibHbIX 103 103
LepBMKasIbHOrO KaHana, 203
B3ATbIE B TPAHCNOPTHYO OTpuuaTensbHbIX 100 100
cpeny 419 Ma3KoB
Cockobbl anuTenus co
C/IM3UCTO 06010UKN MonoxnTenbHbIX 104 104
LepBuKaNbHOrO KaHasa, 204
B3ATble B TPAHCMOPTHYIO
cpeay L5 XXUAKOCTHOM OTpuuaTensbHbIX 100 100
umTOoNornmn

MonoxuTenbHbIX 102 102
Cockobbl 3nuTenua co 202
C/IM3UCTON 060/104KM YPETPbI OTpuLaTENbHbIX 100 100
Cockobbl anuTenus co MonoxuTenbHbIX 101 101
C/IM3NCTON 0BOOYKM NPSMONA 201
KULLIKUA OTpuuatenbHbIX 100 100

3HayeHMa  AMarHoCTMYEeCcKOM  cneumpuyHoCcTM U YyBCTBUTE/IBHOCTM  Habopa
«Amnnulpaiim® BIMY BKP 16/18» ¢ goBepuTebHOW BEPOATHOCTLIO 95 %, paccumTaHHble

NCX0As M3 NOMyYEeHHbIX AaHHbIX, NpPUBeAeHbI B Tabnuue 17.

Tabnuua 17
lEl,l/laFHOCTI/I‘-IeCKaFI CI'IeLI,I/ICbI/I‘-IHOCTb Ha6opa
JlarHocTu«toekas JwvarHoctnyeckas
crneungoMyHOCTb YyBCTBUTE/TIbHOCTb
Tun o6pavujos (c posepuTenLHOM (c posepuTenbHOI
BEPOSATHOCTLIO 95 %), B BEPOATHOCTBLIO0 95 %), B
vHTepBasie. % vHTEepBasne, %

Ma3skn co cim3ncToi 060/104KN 100% (97,1-100) % 100% (97,1-100) %
Braranuwa
Cockobbl anMTenns co CAM3NCTONA
060/104KM LIepBUKaIbHOIO KaHana, 100% (97,0-100) % 100% (97,1-100) %
B3SiTble B TPAHCMOPTHYIO cpeay ANs
Mas3KoB
CocKobbl aMMTENUA CO C/AM3UCTO
060/104KM LIepPBMKa/IbHOTO KaHana, 100% (97,0-100) % 100% (97,2-100) %
B35iTble B TPAHCMOPTHYIO cpeay 41
XWAKOCTHON LMTONOINM
Cockobbl anuTennsa co CAn3ncTomn 100% (97,0-100) % 100% (97,1-100) %
060/104KM ypeTpbl
Cockobbl anuTeNusa co CAn3ncTomn 100% (97,0-100) % 100% (97,1-100) %

060/104KM MPSMOIA KNLLIKK

9.7. OueHKa BNUAHNA NHTepPdEepPUPYOLLNX BELLECTB

BnvsHve  uHTepdiepupylowmx  BELWECTB,  MNOTEHUMaIbHO  COAEpXalMXcs  win
NPUCYTCTBYIOLLMX B UCCnedyemMoM 6uomarepuane, Ha addektnBHocTb TMLP  npu
ncrnonb3oBaHMM Habopa «Amnaulpanv® BMY BKP 16/18» oTcyTcTBYeT. He BbISIB/IEHO
MHIMOMpPOBaHNe peakumn amnandukaumm npu pobasneHun K obpasuam OTAeNnssemMoro

CM3UCTON 060/1I04KM BRarasmuia u obpasuam oTAeNSEMOro CIM3UCTON 060104KM NPSIMOIA

& 000 LUPMU @] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU
Bepcusa 19.01.21 29



J KK/ Ha aTane akCcTpakumm NHTepdepupyoLLIMX BELLIECTB, NPeACTaB/IeHHbIX B Tabavue 18, B

MaKCUMaslbHO BO3MOXHOV KOHLEHTPALMM NS aHHbIX BUAOB Guomatepuasna.

Tabnmuya 18

NHTepdhepupytoume BellecTBa, NCNO/Ib30BaHHbIe NPy TECTMPOBaHUK Habopa
«AmMnaulpaiim® BMY BKP 16/18»

B»u| 6uomartepumana MHTepd epeHT KoHueHTpauna nHtepepeHTa B o6pasue
MyLWH 0,23 mr/100 Mkn
remorsI06mH 0,20 Mmos1b/100 MKn
MOYeBMHa 0,033 MmMOsL/100 MK
JyOPUKaHTb 5 MKr/100 MKn
OT/e/sieMoe CM3NCTO CeMeHHast XIKOCTb 5 MKkr/100 mKn
060/104KM Briaramia MUPAMUCTVH 0,001 % peiicTytoLLero Belectsa B 100 Mk
UTPaKoHa30/1 6,5 MKr/100 MKn
METPOHVAA30/ 5 Mkr/100 MK
AnaporecTepoH 5 Mkr/100 MK
MpOorecTepoH 5 Mkr/100 MK
IJIMKOXO/1aT HaTpus 11,1 Hr/100 Mk
otgensiemoe cnvlvsmcmﬁ HaTpWiA Taypoxonar 3,8 HI/100 MK
000/104KM NPSIMOIA KALLIKA rnopar
xropocpwin 0,26 MKr/100 MKn

HO.YCNOBUA XPAHEHWA, TPAHCITOPTUPOBAHWA VI TIPUMEHEHUA HABOPA

10.1. CpoK rogHoCTH
Cpok rogHocTu Habopa coctaBnsieT 12 mecsueB OT fAartbl U3rotoBsieHus. [locne
BCKPbITUSI peareHTbl WUCMO/b30BaTb A0 WCTEYEHUA CpoKa roAHOCTM Habopa. Habop c

NCTEKLLM CPOKOM rogHoOCT NpuMeHeHU0 He NoaexnT.

10.2. TpaHCcnopTMpoBaHue

Habop TpaHcnopTupoBaTb Npu TemnepaType oT 2 Ao 8 °C BcemMu BUAAMMU KPbITbIX
TPAHCMOPTHbLIX CPeACTB B TEPMOKOHTElHepax C  X1afjo3afieMeHTamu  wiM - B
aBTOpedpwkepatopax. He gonyckaetca 3aMopakuBaHue peareHTos.

JonyckaeTcsa TpaHcnopTMpoBaHue npu Temnepatype ot 8 go 25 °C He 60nee 3 CyTOK.

Habop, TpaHCNOpPTUPOBaHHbLIA C HapyLlleHWeM YyKa3aHHOro TemnepaTypHOro pexuva,

NPUMEHEHNIO HE NOASIEXAT.

10.3. XpaHeHue

Habop XpaHuTb npu Temnepatype oT 2 go 8 °C B 3aWulEHHOM OT CBeTa MecTe B
TeyeHne BCEero cpoka rogHocTu Habopa. He gonyckaeTcs 3amopaxumBaHue peareHToB.

PeareHTbl nocrie BCKPbITUA XPaHUTb B TEX XKe YC/I0BUAX, UTO N peareHTbl 40 BCKPbLITUA.
HeBcKpbITble 1 BCKPbITbIe peareHTbl CTabu/bHbl B TeYeHne cpoka rogHoCTU, YkaszaHHOro Ha

9TUKETKe, MNpu CO6J'I}OA€HI/II/I YKa3aHHbIX yCI'IOBl/II7I XpaHeHUA.
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Habop, XpaHUBLUMIACA C HapyLUEHNEM YKa3aHHOIO pexmma XpaHeHusl, NPUMEHEHNIO He

NOA/IEXNT.

11.TAPAHTUN NMPON3BOONTENA

Mpoun3BoanTesb rapaHTMpyeT COOTBETCTBME XapakKTepUCTUK Habopa TpeboBaHUAM,
yKazaHHbIM B TEXHUYECKOW M 3KCnyaTaunoHHOW AOKYMEeHTauun, B TeYeHue yka3aHHOro
Cpoka rofgHOCTU npu COGNAEHUN BCEX YC/I0BMI TPaHCMNOPTUPOBAHWUA, XPaHEeHUs W«
NMPUMEHEHUS.

Peknamaumm Ha kauyectBo Habopa «Amnaulpanm® BIMY BKP 16/18» HanpaBnsAtb B
agpec npoussoantena OOO «Hekctbuno»! 111394, r. Mocksa, yn. NonnmepHas, 8 ctp. 2,
Ten. (495) 620-08-73, e-mail: info@nextbio.ru.

Mpy BbIABNEHUM HeXenaTeflbHbIX peakuuii Npyv MUCMosib30BaHUM Habopa, (hakTtoB U
06CTOATENLCTB, CO3[AIOWMX YIrPo3y >XMU3HU U 3[0POBbI0 PaxaaH W MeaULMHCKUX
paboTHMKOB Mpv obpalleHnn W 3Kcnayataumm Habopa, PekoMeHAyeTCs HanpasuTb
coobuieHne no agpecy, ykazaHHOMY Bble, U B YMNO/ITHOMOYEHHYK TOCYyAapCTBEHHYIO
perynupyrowyto opraHmsauuio (B Poccuiickoii ®epepaummn - @degepasibHas cnyxba no
Hag3opy B cthepe  34paBOOXpaHEHUs) B COOTBETCTBMM C  [EWCTBYHOLAM
3aKoHOAaTe/IbCTBOM.

KoHcynbTaumio no pabote ¢ Habopom, a Takke Mo BoMpocaMm, KacarlwmMMCHA kadecTsa
Habopa, MOXHO MOMyYnMTb MO KOHTakKTaM, YyKasaHHbIM Ha OdUUUasIbHOM caiTe
Mponssogutensa: www.nextbio.ru.
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12.CMMBOJ1bI, UCMNOMBb3YEMbLIE B AJOKYMEHTALUW NMPON3BOOUTENA

REF
LOT

IVD

Clad

Homep no kartanory

Ll

Kopg naptum

MeguuynHckoe nspgenve gns
ANarHoCTUKWN in vitro

CO,CI,ep)KI/IMOFO AO0CTaTO4YHO
anda npoeeneHunAa n-
KonnyecTtea TeCTOB

O6paTtnTech K UHCTPYKLWN
Mo NPUMEHEHUHD

OcTtopoxHo! O6paTtuTech K
MHCTPYKLUN NO NPUMEHEHNUIO
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MN3rotoBuTesb

[arta nsrotosneHus

Vcnonb3oBaTth A0

TemnepartypHbIii
AvanasoH

He ponyckatb
nonagaHus
COJIHEYHOro cBeTa

32



JineT porucTpaunu U3IMOHONNH

’ Homepa nucTos Beero Homep W -
‘ M3m. | usmendH | sameHBH " aHHynup | NwcToB B | HaseieHns of e fara
HbiX HbIX OBBIX | omamnuix | Ackymente |  usmenennn
092866687.033.
1 - 2-32 33 - 33 214-2021 10.A. Nlapuxosa| 19.01.21
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INpoHyMepoBaHO, CKPErnIeHo 1 NPOLLNTO
nuctjWoB)

IeHepanbHbIN anpekTop O6LLEecTBa C
OrpaHNYeHHOW OTBETCTBEHHOCTbIO
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YTBEPXJAKO

Hay4HO-MNpon3Bo4CTBEHHOIO

rctbmno»

M. E. CeHnHa

HABOP PEATEHTOB /19 KAUECTBEHHOIO V1 KOJIMYECTBEHHOTO
OMPEAENEHNA N ANDPDEPEHUMALIMA AHK BUPYCOB MAMNUAIOMbI
UE/IOBEKA 16. 18 TUMNMOB BbICOKOI0 KAHLEEPOTEHHOIO PUCKA
METOAOM MNMOJMNMEPA3HOW LUEMHOW PEAKLUWMW C OETEKLUMEN B
PEXXWME «PEA/IbHOITO BPEMEHW» «AMM/IMMPANM® BMNY BKP 16/18»
MO TY 21.20.23-061-09286667-2020

dopma Bbinycka 1
dopma BbInycka 2
dopma Bbinycka 3

KpaTkoe pykoBOoACTBO Mo npumMmeHeHuto Bepcun 19.01.21
Jlnct yTBEepxXaeHus

COIMACOBAHO

PykoBoguTens otaena pa3paboTku Crapwuii cneuymannct no AoKyMeHTauum
NPOU3BOACTBEHHOWN OOKYMEHTaL N oTgena paspaboTkM NPoM3BOACTBEHHOW
OO0 «HekcTbno» aAokymeHTauum OO0 «HekcTbno»

M. H. lapae HO. A. lapukoBa
I5?2<7/rc>r/
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VD
Avnnulpanm /

KpaTkoe pykKoBoACTBO

no NpUMeHeHn0 Habopa peareHToB A/151 KAYECTBEHHOTO 1
KOMIMYECTBEHHOTO onpeaeneHust n andpdpepeHumanmm AHK
BMPYCOB Nanui/1IoMbl YesnioBeka 16, 18 TMNOB BbICOKOrO
KaHLePOreHHOro p1cka MeToAoM MNosIMMepPasHOol LemnHoi
peakumm c AeTeKUMel B pexrmMe «peasibHOro BpeMeHW»
«Amnnulpanm® BMNY BKP 16/18»
noTY 21.20.23-061-09286667-2020

«Amnnulpanm® BMNY BKP 16/18»

dopmMa Bblinycka 1

REF X

000 «HekcTbBro», Poccus, 111394,
- r. MockBa, yn. MonumvepHas, A, 8, c1p. 2
| J Ten. (495) 620-08-73, e-mail; info@nextbio.ru

COCTAB
O6bem,
KOMMOHEHT ; OnvcaHve Konnyectso
Mpo3payvHas
MNuP-cmecb XUOKOCTb, 0.01 100
BNY 16/18 packanaHa nop, ' Npo6upok
napaduvH
[Mpo3payHan
MUP-6ydep-K  XnOKoCTb 1,20 1 npobupka
KpacHoro ugeTa
Kl BN 0,12 1 npo6upka
CKPVIHUHT
K2BMH 0,12 1 npo6upka
CKPVHUHT Mpo3payHas
XUOKOCTb
OKO A 1,10 1 npo6upka
K- 0,26 1 npobupka

Habop peareHTOB paccumMTaH Ha npoBeaeHue VCCNEAOBaHNA
100 o6pa3uoB, BKIOHASA KOHTPOSIN.
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BHVMAHWE!

Mepes  vcnonb3oBaHWeM Habopa  peareHTOB
HeobX04MMO O03HAKOMWUTBCA C WHCTPYKUMein no ero
NPYUMEHEHWIO. WHCTpyKums pa3smeLleHa B
9/IEKTPOHHOM  BMAE Ha  omuMasibHOM  caiTe
MpounssoauTens: http://www.nextbio.ru/reagents/
(onsa ee noslyyeHus HeobxoanMm CBOOOAHbII
6ecnepeboiiHblii AOCTYN B MHTEPHET).

MATEPVAN oNsA NCCNEAOBAHNA
Maskm €O CAM3NCTON 060M0YKM  BRaraaua
(nomelleHHble B TpaHCMOPTHYH  cpedy C
MYKOJIUTUKOM);

Y cocko6 anuTenus co  CAMBNCTON  06OSIOUKM
LepBMKaslbHOro  kaHana (NoMeLLEeHHbI B
TPaHCNOPTHYIO cpefy C MYKO/IMTUKOM);

COCKOO  anuTenuss Cco  C/AM3UCTOW  060I0YKM
LepPBMKa/IbHOrO  kaHana (NomMeLLEeHHBIi B
TPaHCMNOPTHY  cpeay ans XWOKOCTHOW
uuTOsMorNK);

COCKOG anuTennsi co CIM3nNCTon 060M04KM YPETPbI
(NomelleHHbIi B TpaHCNOPTHYI  cpegy ¢

MYKOSIUTUKOM);
*/  COCKOG aNMTENNs CO C/M3UCTOI 06O0JIOUKY MPSMON
KALLIKK.
KOMMMIEKTHOCTb
KomrnoHeHT dopmar

Ha6op peareHTOB dhopma Bblinycka 1

VHCTpYKUUA no
NPUMEHEHUIO

B 39/1IEKTPOHHOM BU1AE MO afpecy:
http ://mvww. nextbio.ru/reagents/

B 3/1EKTPOHHOM BUAe No agpecy:

MacnopT KavecTsa http://mww.nextbio.ru/passporV

Kpatkoe B 6yMaKHOM Bue
PYKOBO/CTBO

KomnnexT B BYMakHOM Buze
BKNaAbILel

XPAHEHNE

YcnoBus XxpaHeHnsi Habopa

2"C ... 8°C
B 3alMLLIEHHOM OT CBETa MecTe



y

/

"KHUMAHWE! Ona martepyana, B3ATOrO0 B TPAHCMOPTHYHO Cpedy AN XUAKOCTHOW uutosorum, Tpebyertcs

| NpeaBapuTesibHasi NOArOTOBKA.

/| MpeaBapuTenbHass NOArOTOBKA 06pas3yoB, B3ATbIX B TPAHCNOPTHYW cpeay ANS XWUAKOCTHOIA

umntonornn

OtobpaTb aMKBOTY KETOK A/1a uccnegosaHuss mMetogom MUP  ogHOpa3oBbiMM - HAKOHEYHVKaMK  C
dmnbTPOM B OAHOpa30BytD MpPobupky. PekomeHayeTca oTobpaTb a/MKBOTY KIETOK cHadana gns [LP-
nuccneaoBaHns, Nocne - Aas NPOBEAEHUS XUAKOCTHOW LMTOSIOMMN.

HOAFOTOBKa annTennanabHbIX KNeTOoK (Bbl6paTb OoOOVNH N3 BapI/IaHTOB)

BapuaHT 1

1 ®nakoHbl ¢ obpasuamm (B TPaHCNOPTHOW cpeae 4/19 XXUAKOCTHOM LMTOMOMM) MHTEHCUBHO BCTPSXHYTL /14
[e3nHTerpaumn KIeTok 1 0CTaBuTb Ha 12 yacoB A/151 OCaKAEHUA K/ETOK.

2. AkkypaTHO 13 pacTsopa 0T06paTb 0,5- 1,0 mn oceBwunx kneTok CO AHA JuIakoHa U NEPEeHeCTU B YMCTYHO
NpobupKy 06beMoM 1,5 M/, Ha NPOBUPKE yKkasaTb Ha3BaHme obpasua.

3. LeHTpucpyrmposarb Npo6rpKM € KNeTkammn Npu 10 000 g HE MEHEE 2 MuH.

4. AKKypaTHO YyAa/MTb HaA0CaA0YHYHO XUAKOCTb U3 KaXKAOW NPOOUPKA OTAENbHbIM HAaKOHEYHUKOM ©6e3
dunbtpa Ha 200 MK, UCNOMb3YA aBTOMATUYECKUA [03aTop WM BakyyMHbIA OTcacbiBate/lb, He
3axBarbiBas ocafok. B npobupke gomkHo octatbesd 100 - 200 Mk ocaxa.

BapwunaHT 2

1 ®nakoHbl ¢ obpasuamm (B TPAHCMOPTHON cpeae A15 XUAKOCTHOW LUMTOSIOMM) MHTEHCUBHO BCTPSIXHYTb /15
[Ae3VHTerpauum KIeTok.

2. AKKypaTHO 13 pacTBopa 0Tobparb 2 - 5 mn knetouHoit cycnensun (B 3aBUCMMOCTM OT €€ IM/I0THOCTK) U
NepeHecTy B YMCTYHO MPoBbUpKy o6bemMoM 5 M, Ha NPOOVPKe ykasaTb Ha3BaHve obpasLa.

3. Mpobupkn ¢ obpasuammn LeHTpudyrmposatb Npy 600 g (3000 06/MVH) He mMeHee 10 MUHYT WIM OCTaBUTb
NPOGVPKM B LUTATVIBE NPU KOMHATHOM Temnepatype (0T 18 go 25 °C) Ha 12 4acoB /19 OCaXKAEHVSA KETOK.

4. AKKypaTHO YyAa/MTb HafoCaA0YHYH >XUAKOCTb M3 KaXKAOW NPOOUPKN OTAENbHLbIM HaKOHEYHUKOM 6e3
dmnbtpa Ha 200 MK, UCMOMb3yH aBTOMATUYECKUA [03aTOp WM BakyyMHbIA OTcacbiBaTe/lb, He
3axBarbiBasd 0CafIoK.

5. B npobupke Ha 5 mn aomkHo octatbest 900 - 1000 Mkn ocagka. MepeHecTn B YACTYHO NPOGMPKY Ha 1,5 mn

BECb 06bEM Ocajka.

LleHTpudoyrrpoBaTb NPOOUPKX C KNeETKaMy MPU 10 000 g HE MEHEE 2 MUH.

AKKYpaTHO yaa/nTb HaAOCaAOuHYH XMUAKOCTb U3 KaxKAOW NPOOUPKM aHasiormyHo n. 4. B npoGupke Ha

1,5 mn gomkHo octatbea 100 - 200 Mk ocagka.

N O

OTMbIBKa anuTennanbHbIX KNeTOK

1 B Kaxayto npobupky C OCaaKOM KIETOK BHECTU MO 1 mn M-nusuna M3 Habopa «MarHollpaiv BlMu».
TwarensHO nepemMeLLaTb NPOGUPKM Ha BOPTEKCE M NMOCTaBUTb OCAXKAATLCA HA 30 muu B LUTATUBE.

BHVMAHWE! Ecrm no uctedeHnn 30 MUHYT B MPOGUPKE BUOHBI Ciefbl He PacTBOPMBLLECA C/IM3MUCTON MPOOKY,

HEeobX0AMMO AOMOHATESBHO NepemeLLaTb NPoOVPKY Ha BOPTEKCE M OCTaBUTL B LLUTATUBE eLle Ha 15 MyH.

2. Tpobupkn ¢ obpasuamn LIeHTpUdyrmpoBarb Npu 10 000 g B TEUEHUE 2 MUH.

3. AKKypaTHO yAa/mMTb Ha[0CafOuHYHO XWUOKOCTb MO CTEHKe MPOOMPKW, He 3axBarbiBas OCAAOK, WCMOsb3ys
BaKyyMHbIA OTcacbiBate/lb M OTAE/bHbIA HaKOHEYHVK 6e3 dombTpa Ha 200 MK 1S Kakaon Mpoobl.
Octasutb 100 - 200 MK ocagxa.

4. B kaxayro npobupky BHECTM MO 1 mn ®-6ydepa M3 Habopa «MarHolpaim BMY», TwarensHo

nepemeLLaTb Ha BOpPTEKCE.

Mpobupky ¢ obpasuaMn LEHTPUYTMPOBaTL MPY 10 000 g B TEYEHWE 2 MuH.

OT06paThb HaAOCAAOUHYHO XMAKOCTb aHanornyHo M. 4. OctaButb 100 - 200 Mkn ocagka. [danee, akkypatHo

yAa/MTb OCTaTOK Ha[0Caf04HON XXMOKOCTM, He 3axBaTbiBas 0CaAoK, W3 KO0 NPOGUPKA OTAE/bHbIM

HaKOHEYHMKOM C (pu/ibTPOM Ha 200 MK, MCNOMb3ysi aBTOMATUYECKMIA 403aTOp.

7. B Kaxayto npobupKy C OCaaKOM KMETOK BHECTM MO 100 mkn Li-nusuua M3 Habopa «MarHollpaiim BlMU»,
TLWATENBHO pecycneHanpoBarb 0CafokK MUNETUPOBAHMEM, UCTONb3YS OTAESbHbIA HAKOHEUYHWK C OU/IbTPOM
Ha 200 MK 418 Kaxkaoii npoobl. Mpobrpky nepemMeLlaTts Ha BOpTEKCE.

8. VIHKyGMpoBaTh MPobbl He MeHee 2 4yacoB (AOoNyckaeTcs OCTaBUTb Ha Houb) MPU TEMNEPATYPE 60 °C.

o O
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3AKCTPAKUNA OHK n3 NCCNEAYEMOIO MATEPUAJA

Ona akctpakumm [OHK vcnonb3oBarb Habopbl peareHToB, pekoMeHAoBaHHble [lpou3BoguTenieM B
IMHCTPYKLWM 10 NpUMEHEHI0 Habopa «Amvmlpaiv® BINY BKP 16/18». Mopsgok pabotbl ¢ Habopamy Ans
" aKcTpakumm IHK cmoTpuTe B MHCTPYKLUMA MO UX MPUMEHEHNIO.

O6bembl peareHTOB W UcCredyeMbiX 00pasuoB, WCMOb3yemMble MNpu akcTpakumm AHK ¢ nomoLupto
pekoMeHyeMbIX HAOOPOB peareHToB, yka3aHbl B Tab/nLEe HIDKE.

Job6aBnsaemblii peareHT lob6pasey,
Mccne.qyeMb|e 06pa3|_|'b| 100 MK B I'IpO6I/IpKI/I .ﬂ'ﬂﬂ MCC”eAyeMb'X 06pa3U|OB
OKO 100 mxn B npobupky ans OKO (oTpuuaTeibHOro KOHTPO/IS SKCTPaKLM)
PeareHT ans amouymn JHK 100 Mk B Kadkayto MpoBupKy

AMMINDUKALINGA C AETEKUMEN B PEXXUME «PEA/IbHOIO BPEMEHI»

BHUMAHWE! [ns BHeceHns B Npobupky peareHToB, nNpo6 AHK 1 KOHTPOsbHLIX 06pa3LoB MCMO/L30BaTh
0O[HOPA30Bble HAKOHEYHVKN C oU/IbTpaMM.

1 Otobparb HeobxoaMmoe KonmyectBo npobupok ¢ MLUP-cveckto BMY 16/18 ana amnnavdomkauymn OHK
nccnefyemMbIX M KOHTPOSIbHbIX 06pasLoB, MOTyYEHHOM Ha aTare 3KCTPaKLUK.
2. BHecTu B nogrotosieHHble npobupkun MNLP-6ydhep-K 1 o6pasup! cornacHo Tabnuue.

Job6aBndemblii peareHT / ("pa3el

BHecTtn no 10 mkn
B Npo6upku ¢ MNUP-cmecbio BMY 16/18 Ha NoBepXHOCTb napadimHa
MLUP-6ydep-K BHUMAHUE! MNMUP-6ydep-K He aomkeH npoBasmBaTbCA Noj
napadovH.
BHectn no 10 mkn
BHUMAHUE! 36eratb nonagaHnsi CopbeHTa B peakuyIOHHYH CMECh.

Mpo6b! AHK, aKcTparnpoBaHHoOW U3

B MPOGVPKM A4/19 UCCreayeMbIX 06pasLOoB
nccnegyemoro obpasua

. B Npobupky ana obpasua OK (oTpuuaresibHoro KOHTposs
Mpobbl, SKCTparmpoBaHHon 13 OKO

SKCTpaKLm)
PeareHT K- B No06K1OKYy A1 obpasua K- (oTpuuarenibHoro KoHTpons MLUP)
K2 BINY cKpuHWHT (Npy NpoBeaeHnn
KauyeC TBEHHOTO U1 B NPoGMPKY A71s1 0bpasua K2

KO/IMYECTBEHHOIO aHa/13a)

KL BIMY ckpuHUHT (npu

NPOBEAEHNN TO/bKO B NPoGVIpky Anst obpastia Kl
KO/MYECTBEHHOIO aHa/IM3a)

3. 3anporpamMmMupoBaTtb aMnangUKaTOp C CUCTEMON AETEKUUU B PEXUME «pPeasibHOr0 BPEMEHU» COrfiacHo
MHCTPYKUMW MO €ro NPUMEHEHUI0 4151 BbINOJIHEHNS C/IeAYHOLEN NporpamMmmbl.

OeTekuunsa no KaHanam Ans Konnvectso
Lukn Temnepatypa, “C Bpems Ayo[topopoB LUKNOB
1 50 15 MmH - 1
2 95 15 MvH - 1
95 Oc - 45
3
60 20c PAM, R6G\ Cy5
MpumeyaHua

1) PekomMeHOyeMble napamMeTpbl A1  NPOrpaMMUPOBaHMA  aMi/iMgMKATOPOB  yKasaHbl BO  BKIafbllLe,
npuiaraemMom K Habopy.
2) B cnyyae, ec/iv B 04HOM Nprbope OfHOBPEMEHHO MPOBOAATCS TECTbl TOMLKO ANs BbiBeHns JHK, MoxXHO

A NeTekums curHana ana dpnyopodopa R6G ocyllecTBisieTcs Mo kaHasly AeTekuun N8 aHasorvyHbix ¢oslyopodiopos
HEX, JOE, Yellow, VIC.
& 000 LMPMU @] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU
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«a/INTb U3 yKazaHHOW nporpaMmbl nepsbli war (50 °C - 15 MUH) 419 9KOHOMUM BPEMEHM.

i YCTaHOBWTb NPOGMPKN WM CTPUMbI B SIMEMKM peakLOHHOro Moy s mproopa.
/ NpumeyaHne - PekomeHayeTcss nepen nOCTAHOBKOW B amnavMukaTop MAaHWeEeTHOro Tuna ocaguTb Kanav co
|/ CTEHOK MPOGUPOK Ha BOPTEKCE.

/ 5 3anycTuTb BbINO/HEHVE MPOrPaMMbl aMI/IMGMKALMN C AETEKUMEl oyOpeCLIEHTHOrO CUTrHasia COr/lacHo
VHCTPYKLIMM MO NPUMEHEHVIIO CTO/Tb3yEMOro aMr/iMdovkaTopa.

[ AHANWN3, BBIUNCNEHWE N MHTEPMNPETALUWA PE3Y/IbTATOB

BHUMAHUE! O6paboTKy AaHHbIX (Ch/lyOPECLEHTHBbIX KPUBbIX), MO/YYEHHbIX B MPOrpaMMHOM ObGecrieueHnm
nprbopa, McnosiblyemMoro A/1a nposefeHns MLUP ¢ getekumein B pexuve «peasibHOro BPEMEHW», NPOBOAUTbL
COrMIacHO UHCTPYKLMM MO ero NpMMeHeH0. PekoMeHayeMble napameTpbl 4711 06paboTkv JaHHbIX ykasaHbl BO
BKM1apllLie, npuiaraeMomM K Habopy.

AHa/I13, BbIMUC/IEHVE U MHTEPMNPETALMIO Pe3y/IbTaTOB MOXHO NMPOBOAUTL;

- B KayeCTBEHHOM W KO/IMYECTBEHHOM (popmMare B aBTOMaTUYECKOM peXVMe C UCMO/b30BaHEM
nporpammHoro obecneuveHnss FRT Manager (OOO «W/HTep/la6CepBuc», Poccusi) cornacHo pykoBOACTBY
nonb3oBartesis, BblbpaB METOAVKY, YKa3aHHyl0 BO BKIadpllle, npuiaraemMoMm K Habopy. PykoBOACTBO
nosb3oBarefnii  pasMelleHo Ha  odwmuymansHom  carite OO0  «MHTep/labCepBuc» Mo agpecy,
https;//mmww.interlabservice.ru/service/frt/;

- B KayeCTBEHHOM (popmate B Py4yHOM pexume C MOMOLLBHO MpOorpaMMHOro obecrneveHns nproopa,
ncnonb3yemoro ansi nposeaeHus MLUP ¢ geTekumeln B pexmme «peasibHoro BpEMEHW», COMIacHO MHCTPYKLMN
MO ero NPYMEHEHUIO 1 MHCTPYKUMN K HAbopy.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Amvnnulpanm 7/

KpaTkoe pyKoBOACTBO

no NpUMEHEHMIO Habopa peareHTOB A/151 KAYECTBEHHOTO 1
KOMIMYECTBEHHOTO onpeaeneHust n andpdepeHumarmm AHK
BMPYCOB NanuiioMbl YesnioBeka 16, 18 TMNOB BbICOKOrO
KaHLepOreHHOro p1cka MeTofoM MosMMepPasHol LemnHori
peakumun c AeTeKUMel B pexnmMe «peasibHOro BpeMeHM»
«Amnnaulpanm® BMNY BKP 16/18»
noTY 21.20.23-061-09286667-2020

«Amnnulpanm® BMY BKP 16/18»

dopma Bbinycka 2

REF X

00O «HekcTtbuo», Poccus, 111394,
- J r. MockBa, yn. MNonumepHas, 4. 8, c1p. 2
| Ten. (495) 620-08-73, e-mail: info@nextbio.ru

COCTAB

KoMMOHeHT OnvcaHve Ooem, KonnyectBo
rLip-cmect 1,20 1 npobupka
BMY 16/18
MupP-6ydep-H 0,65 1 npobupka
Kl BT 0,12 1 npobupka
CKPUHUWHT Mpo3payHas

XUAKOCTb

K2 B4 A 0,12 1 npo6upka
CKPUHWHT
OKO 1,10 1 npo6upka
K- 0,26 1 npobupka

100 o6pa3LoB, BKIKOYAS KOHTPO/IN.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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BHUMAHWE!

Mepeg  vcnonb3oBaHUEM Habopa  peareHTOB
Heo6XxoAMMO O3HaKOMWUTLCH C WHCTPYKUME Mo ero
MPUMEHEHMIO. WHCTpyKuma pasmelleHa B
9NEeKTPOHHOM  BuAEe Ha  odmuMasibHOM  caiTe
Mpounssogutens: http://www.nextbio.ru/reagents/
(ans ee nosyyeHus Heobxoanm CBOGO/HbINA
6ecnepeboiiHblii OCTYN B MHTEPHET).

MATEPVAN O1A WCCNEAOBAHNA
Masku CO CAM3UCTON 060/104KM  BRaranuila

(MoMelLeHHbIE B TpPaHCMOPTHYW  cpedy C

MYKOJINTUKOM);
COCKOO 3nuTenns Cco  C/IM3UCTOA  060/10YKM
LEepPBUKANIBHOTO  KaHana (NOmeLLEHHBIT B

TPaHCNOPTHYIO Cpeay C MyKOIUTUKOM);
Y cocko6 asnuTenuss €O CAMBUCTON  OGOSOYUKU

LepBMKa/IbHOro  kaHana (NomMeLLeHHbIi B
TPaHCMOPTHYI  cpeay ans XWAKOCTHOWA
uuTonorum);

COCKO6 3NUTENNS CO CNM3UCTOM 06O0S0UKN YPETPDI
(MOMelleHHbIi B TPaHCMOPTHYD — cpedy C

MYKOJIUTUKOM);
COCKO6 3nuTenus Co CAM3NUCTOM 060/104KN NPAMONA
KULLIKK.
KOMMJIEKTHOCTb
KomnoHeHT dopmar

Habop peareHTOB dhopma BblInycka 2

WHCTpyKUMS Mo B 3/1EKTPOHHOM BUAE J10 aApecy:
NPYMEHeHNO http :/Amww. nextbio.r/reagents/

B 3/IEKTPOHHOM BUAE /10 agpecy:

MacnopT KauecTsa http:/Avww.nextbio.ru/passport/

KpaTkoe B 6yMaxHOM Buae
PYKOBOACTBO

Komnnekr . B 6yMaxXHOM Bue
BKMabILLel

XPAHEHUNE

YcnoBusi XpaHeHVst Habopa

2°C ... 8°C
B 3allVLLIEHHOM OT CBeTa MecTe



1THUMAHMWE! [N mateprana, B3SITOTO B TPAHCTMOPTHYKO Cpedy A1 XWOKOCTHOW LMTOMorKM, Tpedyertcs
/ npeBapuTesibHasi NMoAroToBKa.

/| MpepBapuTenbHaa NOATOTOBKa 06pa3uo0B, B3ATbIX B TPaHCMNOPTHYK cpeay pANA XUWLKOCTHON
/ untonorumn

/ OtobpaTb aMKBOTY KEeTOK A/ uccrefosaHuss mMetogom MUP  ogHOpa3oBbIMM  HAaKOHEYHVKaMK ¢
i JmILTPOM B OOHOPa30BYHD MNPOGMPKY. PekomeHayeTcss oTobpaTb a/MKBOTY KNEeTOK cHadana pna MUP-
M wmccnepoBaHus, Mocne - 418 NPOBeAEHUS XXMOKOCTHOM LMTOMOMN.

ﬂO,CI,FOTOBKa annTennaabHbIX KNeTOoK (Bbl6paTb OOWNH N3 BapI/IaHTOB)

BapnaHTt 1

| 1 ®nakoHbl C 06pa3lamm (B TPAHCMOPTHON cpeae ANs XUOKOCTHON LMTOMONN) UHTEHCUBHO BCTPSIXHYTb /15

Ae3vHTerpaumm KNeTok U 0CTaBUTb Ha 12 YacoB /19 OCaXKAEHUS KETOK.

2. AkKypaTHO 13 pacTBopa 0Tobparb 0,5 - 1,0 Mn oceswux knetok CO AHA (pnakoHa M NEPEHECTN B YMCTYHO
NpooupKy o6beMoM 1,5 M/, Ha NPOBUPKe yKaszaTb Ha3BaHne obpasua.

3. LleHTprdpyrmpoBath Npodupkn C KNeTkamm Mpm 10 000 g HE MEHEE 2 MUH.

4. AKKypaTHO Y[a/MTb HaO0Caf0uHYH0 XXMOKOCTb M3 KaXKOOW MPOOUPKM OTAE/IbHbIM HaKOHEYHVMKOM 6e3
dmnbtpa Ha 200 MK, UCMOMb3ys aBTOMATUYECKM [03aTop WM BakyyMHbIA  OTcacbiBaTesb, He
3axearbiBasi ocafok. B npobupke aomkHo octatbes 100 - 200 MkN ocaaka.

BapuaHT 2

1 ®nakoHbl ¢ obpasuamm (B TPAHCMOPTHON cpeae ANst XXUAKOCTHON LMTOMOMN) MHTEHCUBHO BCTPSIXHYTL /15
Ae3VHTerpaummn KIeTok.

2. AKKypaTHO M3 pacTBopa OTobparb 2 - 5 mn knetouHoit cycnensun (B 3aBUCUMOCTU OT €€ M/I0THOCTK) U
NEePEHECTIN B YMCTYHO NMPOOUPKY 06BLEMOM 5 M, Ha NPOGMPKE yka3aTb Ha3BaHMe obpasLia.

3. Mpobupkn ¢ obpasuammn LeHTpudyrmposatb npn 600 g (3000 06/MUH) He mMenee 10 MuHYT WIN OCTaBUTb
NPOGVPKN B LUTATMBE MK KOMHATHOM Temnepatype (ot 18 Ao 25 °C) Ha 12 yacoB AJ151 OCAKAEHUS KNETOK.

4. AKKypaTHO Y[a/MTb HaO0Caf0YHYI0 KUOKOCTb M3 KaXKOOW MPOOMPKM OTAE/IbHbIM  HaKOHEUYHVKOM 6e3
dunbtpa Ha 200 MK, WCMOMb3yst aBTOMAaTUYeCKMi [03aTop WM BakyyMHbIA  OTcCacbiBaresib, He
3axBaTbiBasi OCafloK.

5. B npobupke Ha 5 mn go/mkHo octartbes 900 - 1000 mMkn ocagka. MepeHecTy B UMCTYHO NPooupky Ha 1,5 mn

BECb 06BEM OCaKa.

LleHTprdpyrmpoBaTb NPoOMpKA C KNeTkamm Mpy 10 000 g HE MEHEE 2 muH.

AKKYpaTHO YyAa/MTb HaO0Caf0UHYIO XUOKOCTb M3 KaXKaoW MpoOUpKM aHasiornyHo . 4. B npobupke Ha

1,5 mn gomkHo octaTtbea 100 - 200 MKn ocaaka.

OTMbIBKa annTenunanbHbIX KNEeTOK

1 B Kaxayto NpobupKy C OCadkoM KETOK BHECTM MO 1 mn M-nusuua U3 Habopa «MarHollpaim B4,
TwaresnbHO nepemMeLlaTb MNPOOUPKN HA BOPTEKCE M NMOCTaBUTb OCAXAATLCA HA 30 muH B LUTATUBE.

BHUMAHUE! Ecrm no ncredeHnn 30 MUHYT B MPOGUPKe BUOHbI CNefibl He PacTBOPUBLLENCS CIIM3MUCTON NPOGKN,

HeobX0AVIMO [0MO/THUTE/BHO MepeMeLLaTb NPOOUPKY Ha BOPTEKCE M OCTaBUThL B LUTATVBE eLle Ha 15 MuH.

2. Mpobupkn ¢ obpasLamn LIeHTpUdyrmposarb NMpu 10 000 g B TEYEHUE 2 MuH.

3. AKKypaTHO yOa/MTb Ha[0CafouHY0 XMOKOCTb MO CTEHKe MPOOMpKM, He 3axBaTbiBasi 0CaO0K, UCMOsb3ys
BaKyyMHblA OTcacblBaTe/lb U OTAEMbHbIA HakOHEYHVK 6e3 dmibTpa Ha 200 MK 419 KaxKaoW Mpoobl.
OctaButb 100 - 200 MK ocajxa.

4. B kaxoyt0 npobupky BHECTM MO 1 mn ®-6ycepa M3 Habopa «MarHolMparim BIMY», TwarensHo
rnepemelLlaTb Ha BOpTeKCe.

5. Mpobupkn ¢ obpasuammn LeHTpUyrMpoBaTh Mpy 10 000 g B TEYEHWE 2 MuH.

6. OTOGpaTh HaAOCaA04HYH XMOKOCTb aHanornyHo M. 4. OctasuTb 100 - 200 MK ocagka. danee, akkypaTHoO
yAa/MTb OCTaTOK HaoCaf04YHOM XMOKOCTW, He 3axBaTbiBas 0CaO0K, U3 KOO MPOGMPKM OTAEbHbIM
HaKOHEYHMKOM C onibTpoM Ha 200 MK, UCMOsb3ys aBTOMAaTUYECKUiA 403aTop.

7. B kaxayt Npobupky C OCaaKOM KIETOK BHECTU MO 100 mkn Li-nusuna U3 Habopa «MarHolparim B4,
TLWATENbHO pecycneHampoBaTb 0Caf0K NUNETUPOBAHMEM, UCMOMb3YSA OTAE/bHbIA HAKOHEYHWUK C COUIBTPOM
Ha 200 MK 419 KO0 Mpobbl. Mpobupkn nepemeLlaTts Ha BOpTEKCE.

8. VIHKybupoBaTth Mpobbl He meHee 2 uacoB (gonyckaeTcs 0CcTaBUTbL Ha Houb) MPU TEMMEPATYPE 60 °C.

NOo

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
Bepcua 19.01.21



A 3KCTPAKUMUSA AHK U3 NCCNELYEMOTO MATEPUANA

Ona  akctpakumm [OHK mcnonb3oBaTe HabOpbl peareHToB, pPeKkoMeHAoBaHHble [pousBoguTenemM B
"MHCTPYKUMM MO NpUMEHEHU0 Habopa «AmMilparim® BINY BKP 16/18». MNopsaok paboTbl ¢ Habopamu A1s
akcTpakumm AHK cMoTpuTe B UHCTPYKLMM MO UX NPUMEHEHMIO.

O6beMbl peareHToB W uUcCredyeMbiX 00pasloB, UCMOMb3yemble Npu akcTpakumm AHK ¢ nomoLusto
pekoMeHayeMbIX HAOOPOB peareHToB, YkasaHbl B Tab/nLe HIDKE.

Jo6aBnsieMblin |ZNH€MT/ obpasey

Vccnenyemble o6pasLpl 100 Mkn B MPOBUPKX 4151 UccnepyemMbix 06pasLoB
OKO 100 mkn B npo6upky gnsa OKO (oTpyuartesibHOro KOHTPO/IA SKCTPaKLmm)

PeareHt gna antouym HK 100 MKN B K&Kyt NpoGupKy

AMMOANOUKALNA C AETEKLUNEN B PEXWUME «PEA/IbHOTO BPEMEHU»

BHUMAHUWE! [19 BHECEHUS B MPOGVPKY peareHToB, Npo6 [AHK 1 KOHTPO/bHbIX 06pa3LoB MCMo/b30BaTh
0/1HOPA30Bble HAKOHEUHVIKM C CO/TETPaMM.

1 Paccuitatb OGLEM peareHToB, HEoOXOAVMbIA /i MPUrOTOB/IEHUST PEAKLMOHHOM CMECH, COr/IacHoO

Tabnmue:
PeareHT O6beM, MKN O603Ha4veHUsn
MuP-cmecb BrN4 16/18 10,0%(N+1)
N - KO/IM4YeCTBO aMI'II'IVId)I/ILI,I/IpyeMbIX 06paSLI,OB
MLP-6ydep-H 5,0%(N+1)

BHUMAHUE! KOMMOHEHTbl pEaKUMOHHON CMmecu crefdyeT CMelwmBaTb HeNoCPeACTBEHHO  nepepn
nposeaeHvem MUP.

BHUMAHUE! B crfiydae NpuUroToB/IEHUS] PEakUMOHHOM CMECH C MOMOLLBIO aBTOMAaTUYECKON CTaHumm
cnepyvite ykazaHusM UHCTPYKLWM MO ee MCMOo/Ib30BaHNIO.

2. Nepen cmelLMBaHNEM peareHTOB NnepemMeLlaTb cogepmoe npobupok ¢ MLUP-cmeckio BIMY 16/18 u MLP-
6ydrepom-H, ocaauTb Karyim Ha BOpTeEKCe.

3. MpurotoBUTb peakUMoHHYO CMeCb B OTAE/IbHOM Npobupke, [06aBMB  KOMMOHEHTbI B OObemax,
paccumTaHHbIX B M. 1 epemellarb CMeCb M 0CaiuTb KaryiM Ha BOPTEKCE.

4. OTo6paTh HeobxoayMoe KO/IMYECTBO MPOGMPOK WM CTpUNoB 418 amrmdpmkaumn OHK nccnegyembix v
KOHTPO/IbHbIX 06pa3LI0B, NOyYEHHON Ha aTane aKCTPakLyN.

5. BHeCT\ B NOAroToB/IEHHbIE MPOOVPKA PeakLMOHHYH0 CMeCh 1 06pasLibl COrfiacHO Tabmue:

Job6aBnsaembli p~rm r / obpasey,

BHecTn no 15 mkn
n o o B I'IpO6I/IpKI/1 ONA ncenegyemMbixX N KOHTPO/IbHbIX
puroToB/1IEHHON peakuMOHHOM CMECU o6pa3|_|,os
BHecTtn no 10 mkn
BHUMAHWE! W3berarb nonagaHuA COp6eHTa B peakLMOHHYIO CMECD.

Mpo6bl AHK, akcTparnpoBaHHON 13

6 6
MCCTEIYeNOrO 0Bpa3LA B NPOGUPKM A/151 UCCrieflyeMblx 06pasLoB

B Npobupky Ana obpasua OKO (oTpuuaTesnisHoro
KOHTPO/IS 3KCTPaKLMN)

B Npobupky anst obpasua K- (otpruaresniHoro
koHTpona MNUP)

K2 BIMY ckpuHUHT (Npy NpoBeseHnN B NPOGUPKY 41t 06pasLa K2

KauyeCTBEHHOIo 1 KO/IMYEC TBEHHOIO aHa/13a)
KL BIMY CKpUHWHE (Npy NpoBEAEHUN TO/IbKO
KO/IMYECTBEHHOIO aHa/I13a)

Mpobbl, aKCTparmpoBaHHoin 13 OKO

PeareHT K-

B Npo6mpKy ans obpasua Kl

6. 3anporpaMmMpoBaTb aMnINCIMKATOP C CUCTEMOI AETEKLMM B PEXMME «PEaslbHOrO0 BPEMEHM» COr/lacHO
VHCTPYKLWW 1O €ro MPUMEHEHWIO /191 BbINO/IHEHUS CriefiytoLLeli NporpamMMbl:
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EagvHas nporpamMma amnandgukauum v getekumun yopecyeHTHOro curHana

o JeTtekumna no kaHanam 4,1 KonunyecTtBo
Linkn Temneparypa, °C Bpems dhyopLIbOpoB LMK/TOB
1 50 15 MrH - 1
/ 2 95 15 MrH - 1
95 Oc -

45

3 60 20¢c PAM, R6G\ Cy5
MprvevyaHns

1) PekomeHayeMble MapameTpbl 48 MporpamMMuMpoBaHUsa  aMi/IMgOMKaToOpoB  yKasaHbl BO  BK/IaAblLLe,
npuiaraeMom K Habopy.

2) B cnyyae, ecnv B 04HOM Nprbope OHOBPEMEHHO MPOBOAATCA TECTbl TOMbKO A1 BbisiBNneHns JHK, MOXHO
yAaNUTb 13 yKazaHHOW nporpammbl nepsbii war (50 °C - 15 MH) /151 SKOHOMUN BPEMEHM.

7. YCTaHOBUTb NPOBVPKYA WM CTPUMbI B SIUEMK PEAKLIMOHHOTO MoAyNs Nprbopa.
MpuMeyaHne - PekomMeHayeTcsl nepes, NOCTAaHOBKOM B aM/IMGMKATOP M/IaHLIETHOTO Tvna ocaauTb Karin co
CTEHOK NPOGMPOK Ha BOPTEKCE.

8. 3anycTuTb BbINO/IHEHWE MPOrpamMMbl aMIMcpvkaumm ¢ getekumeid TyopecLeHTHOTO CUrHasia COoriacHo
VHCTPYKLWW MO NPYMEHEHIO UCTOMNb3YEMOr0 amrindovkaTopa.

AHANINGE, BbIUNCNEHWE N MHTEPMPETAUWA PE3Y/IbTATOB

BHUMAHME! O6paboTKy AaHHbIX (G/lyOpecUEHTHbIX KPMBbLIX), MOSTyYEHHbIX B MPOrpamMMHOM o6ecrnedeHum
nprbopa, Mcnosb3lyemMoro Aia nposeaeHns MNUP ¢ aetekuvell B pexvme «peasibHOro BpemMeHWs», MpoBOaUTb
COrNacHO UHCTPYKLMM MO ero NpMMeEHeH0. PekoMeHyemMble napameTpbl 4151 00paboTKu AaHHbIX YKazaHbl BO

BKNadplle, npuiaraeMoM K Habopy.

AHan13, BbMUC/IEHNE M HTEPNPETaLMIO Pe3y/IbTaToB MOXHO MPOBOAUTL:

- B KayeCTBEHHOM W KO/IMYECTBEHHOM (popmare B aBTOMATUYECKOM pPEXVMME C  UCMOJSb30BaHUEM
nporpammHoro obecriedeHnas FRT Manager (OOO «W/HTep/labCepBuc», Poccusi) corfiacHO PyKOBOACTBY
nosib3oBatesis, BblOpaB METOAVKY, YKasaHHyl0 BO BKiagpllle, rnpuiaraeMomM K Habopy. PykoBoacTBO
nonb3oBarens pasveweHo Ha odwmupasibHom  carite OO0  «U/HTep/labCepsuc» nNo  agpecy:
https:/mww.interlabservice.ru/service/frt/;

- B KayecTBeHHOM (popmarte B Py4yHOM pexuMme C MOMOLLBIO MPOrpamMMHOIO obecrneveHns npuoopa,
ncnonb3lyemoro A1 nposedeHuss MUP c geTekumein B pexumMe «peaslbHOr0 BpeMEHW», COr/iacHo
VHCTPYKLYW 1O €70 NPUMEHEHWIO N UHCTPYKLMM K HaGopy.

© JeTekuma curHana gna dnyopocopa R6G ocywecTBNSETCS N0 KaHany AeTekuuu 408 aHasormyHbIX daslyopod)opoB
HEX. JOE. Yellow. VIC.
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Amnnaunlpanm /

KpaTkoe pykKoBOA4CTBO

no NpMMeHeHno Habopa peareHToB A1 KAYECTBEHHOTO 1
KOMIMYECTBEHHOrO onpeaeneHust n andpcpepeHumanmm AHK
BMPYCOB Nanui/ioMbl YenoBeka 16, 18 TMNOB BbICOKOrO
KaHLepPOreHHOro p1Mcka MeTofoM MNosIMMepPasHol LernHoii
peakuunn ¢ aeTekumneli B peXXnume «peasibHOro BpeMeHM»
«Amnnaulpanm® BMNY BKP 16/18»
noTY 21.20.23-061-09286667-2020

«Amnnulpanm® BMY BKP 16/18»

dopma Bblinycka 3

REF X

000 «HekcTtbno», Poccus, 111394,
- r. Mocksa, yn. MNMonumepHas, 4. 8, c1p. 2
| J Ten. (495) 620-08-73, e-mail: info@nextbio.ru

COCTAB
O6bem,
KomnoHeHT OnucaHve Konnyectso
Mpo3payHasn 100 n
pOGMpPOK
B as et 001 (125 crpunos
packanaHa noj 8 6 N
napadouH no 8 nNpobrpoK)
Mpo3pauHas
MuP-6ycep-K  XuUaKocTb 1,20 1 npobupka
KpacHoro ugeTa
KL B 0,12 1 npobupka
CKPUHWHT
K2 B4 0,12 1 npobupka
CKPUHWHT Mpo3payHas
XUIAKOCTb
OKO 1,10 1 npobupka
K- 0,26 1 npobupka

100 o6pasuoB, BK/IKOHast KOHTPO/IN.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU CMO/1b3YHOTCS.
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BHUMAHWE!

Mepeg  vcnonb3oBaHUEM Habopa  peareHTOB
HeobX0AMMO O03HAaKOMUTBLCA C WHCTPYKUMeid no ero
NPUMEHEHUIO. VHCTpyKLmMs pasmelleHa B
3/IEKTPOHHOM  BMAE Ha  odMuMasibHOM  caliTe
MpoussoguTens: http://www.nextbio.ru/reagents/
(ana ee nosyvyeHns HeobxoanMm CBOOOAHbIN
6ecnepeboiiHblii AOCTYN B MHTEPHET).

MATEPVAN ONA WCCNELOBAHNA
Maskm CO CNM3UCTON 060/04YKM  BRaraama

(nomelleHHble B TPaHCMOPTHYH  cpegy C
MYKOJIUTUKOM);

COCKO6 anuTeNns €O  CAU3UCTOW  06OJIOUKM
LepBUKasIbHOTO  kaHana (NomMeLLeHHbIi B
TPaHCNOPTHYIO Cpefy C MyKO/IMTUKOM);

cocko6 anuTenns CO  CAU3UCTOW  06O0JI0UKM
LepBMKa/IbHOro  kaHana (NomeLLEeHHbIi B
TPaHCMOPTHYKD  cpeay ans XWOKOCTHOW
LUTOMOrNK);

COCKO6 anuTenus co CNM3UCTON 06010UKM YPETPbI
(nomMelleHHbIn B TpaHCMNOPTHYI cpegy C

MYKOSIUTUKOM);
COCKO6 anuTenus co CAM3NCTol 06010UKN NPAMOIA
KULLIKK.
KOMMJIEKTHOCTb
KomroHeHT dopmar

Ha6op peareHToB hopma Bbinycka 3

MHCTpyKUua no
NPUMEHEHUIO

B 39/1IEKTPOHHOM BUWAE MO ajpecy:
http://imww.nextbio.ru/reagents/

B 3/1EKTPOHHOM BUAe Mo aapecy:

Macnopr KauecTsa http ://mww. nextbio.ru/passporl/

KpaTtkoe B 6YMaXkHOM BuAe
PYKOBO/CTBO

Komnnekt B 6YMaXkKHOM BuAe
BKaapbILLel

XPAHEHVE

YCNoBVIsi XpaHeHvsi Habopa

2X .. 8C
B 3allyLLEeHHOM OT CBeTa MecTe



LBHmwlaHme! ansa Martepuana, B3ATOr0 B TPaHCMOPTHYK cpeay AO7S XWAKOCTHOW uutonorun, tpebyetcs
npeaBapuTesibHas NoAroToBKa.

MpeaBaputenbHass NOAroToBKa 06pa3yoB, B3ATbIX B TPaHCNOPTHY cpeay A1 XUAKOCTHOIA
uuTonornn

Otobpate aMKBOTY KNEeTOK A9 uccrnepoBaHuss mMetogom [MLUP  ogHOpas3oBbIMM - HAKOHEYHMKaMK  C
ubTPOM B OAHOPA30BYHO MPOOUPKY. PekomeHayeTcs oTobparb a/MKBOTY KIETOK cHadana gns [LP-
nccnepoBaHys, nocne - ANs NPoBeAEHNS XUAKOCTHON LMTONOMMN.

MoaroToBKa anuTeNMasibHbIX KNETOK (BbIOpaTb OAVH 13 BapUaHTOB)

BapvaHT 1

1 ®nakoHbl ¢ 06pasuamu (B TPAHCTNIOPTHON cpeae ANsi XXUAKOCTHON LIMTOSIOMN) MHTEHCUBHO BCTPSXHYTL /1S
[Ae3NHTerpaummn KeTok 1 oCTaBuUTb Ha 12 YacoB O/151 OCaXKOEHUA KIETOK.

2. AKkypaTHO 13 pactBopa otobparb 0,5 - 1,0 M1 oceBLUMX K/IETOK CO AHA du/1akoHa U NepeHeCTn B YUCTYHO
NpobupkKy o6beMoM 1,5 M, Ha NPobupKe ykasaTb Ha3BaHme obpasLa.

3. LleHTpudpyruposats npo6upkm ¢ knetkamu npu 10 000 g He meHee 2 MUH.

4. AKKypaTHO yOa/mUTb HaO0CAAOYHYH) >XMAKOCTb M3 KadKdOi MPOOMPKA OTAE/bHLIM HAKOHEYHMKOM 6e3
dwmnbTpa Ha 200 MK, MCMNOMb3yA aBTOMATUYECKMA [03aTOP WM BakyyMHbIA OTcacbiBaTesb, He
3axearbiBas ocaok. B npobupke aomkHo octatbes 100 - 200 MK ocaaxka.

BapuaHTt 2

1 ®nakoHbl ¢ 06pa3uamMn (B TPAHCMOPTHOWN cpeae ANsi XXUAKOCTHOW LMTOIOMN) MHTEHCUBHO BCTPSIXHYTb /15
Je3nHTerpaummn KneTok.

2. AKKypaTHO 13 pacTBopa 0TobpaTtb 2 - 5 M/ K/IETOYHOI CYCMNEH3MM (B 3aBUCUMOCTU OT €€ M/I0THOCTH) U
MEPEHECTUN B UMCTYHO NPOOUPKY 0O6BEMOM 5 M/, Ha NPOGMPKE yKasaTb Ha3BaHMe 06pa3Lia.

3. Mpobupkn ¢ obpasuamn LieHTpudyrmposatb npy 600 g (3000 06/MMH) He MeHee 10 MUHYT WM OCTaBUTb
NPOGUPKX B LUTATMBE NP1 KOMHATHOWN Temnepatype (oT 18 ao 25 °C) Ha 12 yacoB /19 OCaXAEHUST KIETOK.

4. AKKypaTHO YOa/MTb HaO0CAAOYHYH YXMUAKOCTb M3 KadKdoi MpPOOMPKA OTAENbHbIM HAKOHEYHUKOM 6e3
dgmnbtpa Ha 200 MK, WUCMOMb3ysi aBTOMATUYECKUIA [O03aTOp WM BakyyMHbIA OTcacblBarteslb, He
3axBarblBasd 0Cafok.

5. B npobupke Ha 5 mn aomkHo octatbest 900 - 1000 Mkn ocagka. MepeHecTn B UMCTYHO NPOGMPKY Ha 1,5 mn
BECb 06bEM Ocaka.

6. LeHTpudyrmnposatb npobupkmu ¢ knetkamu npu 10 000 g He meHee 2 MMH.

7. AKKypaTHO YyAa/MTb Ha[0Caf0YHYHO XUOKOCTb U3 Kadkaon Npobupku aHasiormyHo n. 4. B npobupke Ha
1,5 mn gomxHo octatbea 100 - 200 Mk ocagka.

OTMbIBKa annTeNIMasibHbIX KNEeTOK

1 B kaxayro npobupky C 0cagkoM KeTok BHecTM no 1 mn M-nmnsmHa m3 Habopa «MarHolpaiiv BrU.
TwarenbHO nepemMeLLaTb NPOGUPKM Ha BOPTEKCE U MOCTaBUTb Ocaxaarbcs Ha 30 MVH B LUTATUBE.

2. BHAIMAHVIE! Ecnm no uctedeHnn 30 MUHYT B NPOGMPKE BUAOHbI Cedbl HE PacTBOPVBLLEACS CM3WUCTON
Npo6KK, HeOOXOAMMO [OMOMHUTEILHO NepemelLaTb NPobUPKY Ha BOPTEKCE M OCTaBUTb B LUTATVBE ELle Ha
15 MyH.

3. Mpobupkn ¢ obpasuamm LeHTpudpyrposatb npun 10 000 g B TEUEHUE 2 MVH.

4. AKKypaTHO YAaMTb Ha[0Caf0uHYHO XUOKOCTb MO CTEHKE MPOOMpKW, He 3axBarbiBasi OCafoK, WCMOsb3ys
BaKyyMHbIA OTcacbiBaTe/lb M OTAE/bHbIA HaKOHEYHVK 6e3 dmibTpa Ha 200 MK A1s Kadkaon Mpobbl.
Octasutb 100 - 200 MKN ocagka.

5 B kaxayto npobupky BHectm no 1 mn P-Gydepa u3 Habopa «MarHolparim BlMY», TwarensHo
nepemeLLaTb Ha BOpTeEKce.

6. Mpo6upku c o6pasuamu LeHtTpudyruposats npm 10 000 g B TeueHune 2 MUH.

7. OTob6paTh HaoOCaA0uHYH XNOKOCTb aHaslornyHo n. 4. OctaButb 100 - 200 MK ocaaka. Janee, akkypaTtHO
yAa/MTb OCTaTOK HaJ0Caf04YHON XXMOKOCTM, He 3axBarblBas 0CaAoK, W3 KaKOOM NPOGUPKA OTAE/bHbIM
HaKOHEYHMKOM C donbTPoM Ha 200 MK/, UCNOMb3ys aBTOMAaTUYECKUIA [03aTop.

8. B Kaxayro npobupKy C 0CaaKom KMeTok BHecTM no 100 mkn Li-nmnsmHa n3 Habopa «MarHolparim B4,
TLWATENBHO pecycneHanpoBarb 0CafoK MUNETUPOBaHMEM, UCMOSb3YS OTAESbHbIA HAKOHEUYHWK C OUIbTPOM
Ha 200 MK /19 Kaxkaoid npoobl. Mpobypky nepemMeLLatb Ha BOPTEKCE.

9. NHky6upoBaTh Npo6sl HE MEHee 2 YacoB ([0MnyCcKaeTCA OCTaBUTb Ha HOYb) npu Temnepartype 60 °C.
& 000 LUPMU @] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU
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SKCTPAKUNA AHK n3 NCCJ/IEQYEMOIO MATEPVAJIA
Ona  akctpakumm  OHK  ucnonb3oBaTb HabOpbl peareHToB, pPekoMeHAoBaHHble [lpou3Bogutenem B
HCTPYKUMM MO MpUMEHEHN0 Habopa «Amnmlpaiiv® BIMY BKP 16/18». Mopsgok paboTbl ¢ Habopamn /1
XCTpakuum IHK cMoTpuTe B MHCTPYKLMW MO UX NPUMEHEHUIO.
O6beMbl peareHTOB WM MCCMedyeMbIX 00pasLoB, MCMOMb3yeMble Mpu 3KCcTpakummnm OHK ¢ nomoLubto
peKoMeHyeMbIX HAbOPOB peareHToB, ykasaHbl B Tab/mLe HIDKE.

JobaBnsiembiin peareHT / obpaseLy
Vccneayembie o6pasupl 100 Mk B NPOGVPKN AN uccrnenyembiX oopasLoB
OKO 100 mkn B npo6upky anst OKO (oTpruaTenbHoro KOHTPOIA SKCTPaKLWK)
PeareHT gna antouyn AHK 100 MK B Kaxkayto NpoGrpKy

AMMINDVIKALINA C AETEKLIVEV B PEXXUME «PEAJTBHOIO BPEMEH»

BH/MAHWE! [ns BHeceHus B Npooupku peareHToB, npob AHK 1 KOHTPO/bHLIX 06pasLoB UCMo/b30BaTh
0O[HOPA30Bble HAKOHEYHVKN C ousibTpamm.

1 Otobpatb HeobxoAMMOe KO/IMYECTBO CTPUMOBaHHbIX Npodupok ¢ TUP-cmecbio BIMY  16/18 pans
amnamdprkaupn AHK nccnegyembix 1 KOHTPO/IbHbIX 00pasLoB, MosyUYeHHOM Ha aTane aKCTPaKLyn.

2. BHecTv B nogrotos/ieHHble npobupkm MNLIP-6ydep-K 1 obpasupl corniacHo Tabnmue:

Job6aBnsieMblii peareHT / obpasel,

BHecTtn no 10 mMkn
B Npo6upku ¢ MNUP-cmeckto BIMY 16/18 Ha NOBEpXHOCTb
n MH
MLP-6ycpep-K B?—IplﬁﬁAHal/lE! MLIP-6ychep-K He AomKeH NpoBanmBaThCst Mog,
napagovH.
BHecTt no 10 mMkn
BHVIMAHUE! N36eratb nonagaHns copbeHTa B PeakLVIOHHYH CMECh.

Mpo6bl AHK, aKcTparnpoBaHHOW 13
MCCTEYEMOrD OBPA3LA B NPOGVPKM 419 UccrefyeMblX 06pasLoB
B Npo6upKy ans obpasua OK (oTpuuaTesibHOro KOHTPOSS
SKCTpaKLmm)

PeareHT K- B NpoGupkKy ansi obpasua K- (otpuuarensHoro KoHtpons MLUP)
K2 BIMY CKpUHWHT (Npv NpoBeaeHnn

KauyeCTBEHHOI0 1 KO/IMYEC TBEHHOIO B NPOGMpKy ansi obpasua K2

aHa/m3a)

KL BIMY cKpuHWHE (Npu NpoBeAeHNA
TO/bKO KO/IMYECTBEHHOIO aHa/IM3a)

Mpobbl, aKCTparmpoBaHHoin 13 OKO

B Npo6mpKy ans obpasua Kl

3. 3anporpamMmmpoBaTb amrnMguKaTop C CUCTEMON AETEKUMM B PEXVME «PEaIbHOTO BPEMEH» COT/IacHO
VHCTPYKLIM MO €ro NPUMEHEHMIO /191 BbINOMHEHUS! CieyHoLLEl MporpaMvib:

o JeTtekuus no kaHaam gnsa Konnuectso
Lmkn  Temneparypa, °C Bpewms chyOopOdhopoB LMKITOB
1 50 15 MvH - 1
2 95 15 MvH - 1
3 95 10c - 45
60 20c PAM, R6Q2, Cy5
MprveyaHns

1) PekoMeHayeMble nNapaMeTpbl 4719 NPOrPaMMMPOBaHUSt  amnIMGIMKATOPOB  YKasaHbl BO  BKapllLe,
npuiaraeMom K Habopy.

A feTekuma curHana gnsa dpnyopodpopa R6G ocyllecTBNSAETCA N0 KaHay AeTekuuu 418 aHalormyHbIX dolyopod)opos
HEY 1NE Vallawe \/IC
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3cnyyae, ecnv B OQHOM Nprbope OAHOBPEMEHHO MPOBOAATCHA TECTbI TOSILKO 4/19 BbisiBeHns JHK, MOXHO
[3VIIb 13 yKazaHHOW nporpamMmbl nepsblid war (50 °C - 15 MyH) /151 3KOHOMUN BPEMEHM.

, YCTaHOBWTb NPOBUPKM WM CTPMMbI B SIMEVKN peakLIOHHOTO Moy st Nprbopa.
3prmedaHvie - PekomeHayeTca nepeq, NoOCTaHOBKOM B amMniMdiMKaTop M/IaHLLETHOrO TUna ocaguTb Kamii co
CTEHOK MPOBMPOK Ha BOPTEKCE.

5 3anyctuTb BbINOSHEHVE MPOrPaMMbl aMiIMAIKaLMK C AeTekumeld dulyopecLeHTHOroO CUrHasia COrlacHo
VHCTPYKLWMM O NMPUMEHEHMIO CMOSIb3YeMOoro amnndomkaTopa.

AHANNS, BbIYNCNEHVE U HTEPTTIPETALVA PE3Y/IbTATOB

BHUMAHWME! O6paboTky AaHHbIX (GuUTyOpPeCUEHTHbIX KPUBbIX), MOJTyYEHHbIX B MPOrpaMMHOM OGecrneveHun
nprbopa, 1cnonb3yemoro s nposedeHns MLUP ¢ getekuyell B pexuve «peasibHOro BPEMEHW», MPOBOAUTL
COr/laCHO MHCTPYKLUMK MO €ro npyMeHeHN0. PekoMeHayemble napameTpbl /19 06paboTKu AaHHbIX YkasaHbl BO
BKMagpllLie, npuiaraeMom K Habopy.

AHa/13, BbIYWCTIEHVE U UHTEPMNPETALMIO Pe3y/IbTaTOB MOXHO MPOBOAUTL:

- B KayeCTBEHHOM M KO/MIMYECTBEHHOM (popmare B aBTOMATMYECKOM pPeXvMe C MCMOo/b30BaHVEM
nporpaMmMHoro obecneveHnss FRT Manager (OOO «WHTep/labCepBuc», Poccusi) cornacHo pyKoBOACTBY
nosib3oBatesid, BblOpaB METOAMKY, YKasaHHyH0 BO BK/Iafpllle, npuiaraeMoM K Habopy. PykoBOACTBO
nonb3oBarenss pasMeWeHo Ha odwmuyasibHom  caite OO0  «MHTep/labCepBuc» Mo agpecy;
https:/Mmavww.interlabservice.ru/service/frt/;

- B Ka4yeCTBEHHOM (popmate B Py4yHOM pexume C MOMOLLBI0 MporpaMMHOro obecrnedeHnss npuoopa,
ncnosb3yemoro Ansa nposeaeHna MNLP ¢ geTekunein B pexume «peasibHOro BpeMeHW», COr1acHO MHCTPYKUMA
Mo ero NPYMEHEHNIO U HCTPYKLIMA K Habopy.
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