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CMUCOK COKPALLEHWIA U OBO3HAYEHUI

Ct Cycle threshold (noporosbiii LMKA)

HBV Hepatitis B virus

BKO BHYTPEHHWUIA KOHTPO/IbHbI 0bpa3el,

BO3 BCEMMPHAA opraHn3auma 34paBooOXpaHeHuUnA

ME MeXXayHapoaHble e ANHULbI

OHK 0E30KCUPUBOHYKAENHOBAA KMCNOTA

JHKaza 0Ee30KCUMpPUbOoHYKNeasa

AHTO Oe30KcnpnboHykneotnatpudocdathbl

HK HYKN€MHOBAA KMCAOTa

MNKO NOIOXKUTE/IbHbIN KOHTPOJIbHLIN 0bpaseL,

K- oTpuuaTenbHbIA KOHTpoAb MLLP

OKO OTpULATeNbHbIN KOHTPO/IbHBIN 06paseL, sKCTPaKLUm

nup noJsinmepasHas LenHasa peakumn

Py perncTpaumnoHHoe yaocToBepeHme

TY TexXHU4YecKkue ycnosumsa

yar ypaunn-AHK-rnnko3nnasa
HAMMEHOBAHUE U3OENUA

Habop peareHTOoB anA BbiasneHma OHK Bupyca renatuta B (HBV) meTogom nonnmepasHon LenHow

peakumn  c  AeTekumen

B peXMMe  «PeanbHoro  BPEMEHMW»

no TY 21.20.23-206-09286667-2023.

«Amnanlpanm® HBV-tect»

[anee no TekcTy ynoTpebnseTca KpaTkoe HaumeHoBaHMe: Habop peareHToB «Amnaulpaiim® HBV-TecT»,

a TaKKe CoKpalyeHne Habop peareHTos.
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1. HASHAYEHUE

1.1. Habop peareHtoB «Amnanlpanm® HBV-TecT» npeaHasHayeH ana BblasneHus [AHK Bupyca
renatuta B (HBV) B nnasme Kposu metogom MUP ¢ rmbpuamsaumoHHO-GNYOpPeCLEeHTHON AeTekuuen
NPOAYKTOB aMNANPUKALMM B PEXUME KPEANbHOTO BPEMEHU Y.

1.2. Marepuanom gns nposegeHua MNLUP cay:at npobbl AHK, aKcTparMpoBaHHble M3 UcCeayemoro
matepuana € nomolwbio HAabopoB peareHTOB, pPEKOMEHAOBAHHbLIX B  pasgene  MHCTPYKLUK
«JJononHuTenbHoe obopyaoBaHMe U MaTepuUably.

1.3. ®yHKUMOHaNbHOe HasHayeHue: Habop peareHTOB NpeaHasHayeH ANS AMArHOCTMKWM in Vitro
(ebisiBneHme AHK Bupyca renatuta B (HBV) metogom MNUP B nhasme Kposwu).

1.4. ToKasaHMA K NpoBeAeHWI0 uccrenoBaHua: Habop peareHToB MCMONb3YETCA B K/JAMHUYECKOM
NlabopaTopHO ANArHOCTUKE ANA UCCNea0BaHMA Naa3Mbl KPOBU, NOJTYYEHHOM OT UL, C ANArHO30M BUPYCHbIN
renatmut B (mocne MonoKuUTeNbHOrO CeposiorMyeckoro Tecrta), ANsa AMArHOCTUKM BUPYCHOro renatuta B, a
TaKXe ANA CKPUHWUHIA U MOHUTOPUHIa 3PGPEKTUBHOCTM JledeHMA BUPYCHOro renatuta B. PesynbTtaThl
MLUP-nccnefoBaHUA yunTbIBAOTCA B KOMMJIEKCHOW AMAarHoCTUKe 3aboneBaHums.

1.5. MpumeHeHne Habopa peareHTOB HE 3aBUCUT OT NONYAALMOHHBIX U Aemorpaduyecknx acneKkTos.

1.6. MoTeHumManbHble nonb3oBaTenu: Habop peareHTOB [O/KEH  UCNONb30BaTbCA  TOJIbKO
KBanMdUUMPOBaHHbIM, 0ByYeHHbIM (B 061aCTU KAMHUYECKOM NnabopaTopHON AMArHOCTMKKU) NepcoHanom
(Bpaun KAMHUYeCKoW nabopaTopun U MeAULMHCKME NabopaTopHble TEXHUKU, 0ByYeHHble MONEKYASPHbLIM
610/10rMYECKMM METOANKAM).

1.7. MpumeHATb Ha6op peareHToB CTpOro no HasHa4YeHU CoOrnaCHO MHCTPYKUUN NO NPUMEHEHUIO.

1.8. MMpoTMBOMNOKA3aHMA K NpPUMeEHeHM0: HapyleHue UenoCTHOCTM YMNAaKOBKWU, WUCTEKWWIA CPOK
rogHocTu, HecobntoaeHme TpeboBaHNIN MHCTPYKLUMN.

2. XAPAKTEPUCTUKUN HABOPA

2.1. ¢Oprl BbiMNYCKa, COCTaB U KOMNZIEKTHOCTb

Habop peareHToB BbiNycKaeTca B YeTbipex popmax (cocTaB Habopa M KOMMNNEKTHOCTb NOCTaBKM YKa3aHbl
B Tabanue 1 M 2 cooTBETCTBEHHO). Bce dpopmbl NpegHasHayeHbl 414 nposegeHus amnandukaumm AHK c
rMépuanN3auMOHHO-GYOPECLLEHTHOM AeTeKUuMeld NpoAYyKTOB aMMAMOUKALMM B pPEXMME «peasbHoro
BpemeHu». s NpoBeaeHUsA NONHOMO UCCNeL0BaHUA HEOBXOAMMO MCNO/Ib30BaTb HAbOPbI PeareHToB A/1s
aKcTpakummn OHK, pekomeHgoBaHHble B pasgene «JJononHuTtensHoe obopynoBaHue U maTepuansi».

dopma Bbinycka 1 BKtoyaeT cmecb ans nposegeHus MLUP B npobupke obbemom 1,5 unn 2 mn ans
O03MpOBaHUA B Atobble TUNbl Npobupok. Popma npegHasHayeHa A1A NPUMEHEHUS COBMECTHO C
amnanduKaTopamm MNAHLWETHOrO WM POTOPHOTO TWMA WM pPacCYMTaHa Ha MNpPOBeAeHWEe UCCAef0BaHMA
100 06pa3yoB, BKAOYAsA KOHTposiM. Popma MOKeT ObiTb MCMOJIb30BaHa KaK ANA PYYHOW pacKanku, Tak U
COBMECTHO C aBTOMATUYECKMMM CTaHLMAMM ANA NPUTOTOBAEHMA U A03MPOBaHMA PEAKLNOHHbIX CMECEN.

dopma BbINycKa 2 BK/tOYaeT cmecb A41A nposeaeHua MNLP, packanaHHyo noa npocnoiky napaduHa no
cTpunoBaHHbIM (12,5 cTpmnos no 8 npobupok) npobupkam ob6bemom 0,2 ma. Popma npesHasHaveHa ana
NPUMEHEHMA COBMECTHO C aMnAMPUKATOpPamMM MNAAHWETHOrO0 TUMA M paccyMTaHa Ha npoBefeHue
nccnepgosaHma 100 06pasLLOB, BKAKOYAA KOHTPOIN.
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dopma BbinNycKa 3 BKAOYAET CMeChb Ana nposedeHus MNLUP, packanaHHyo noA Npoc/ioliky napaduHa no
npobupkam ob6bemom 0,2 ma. Popma npeaHasHayeHa ANA NPUMEHEHNA COBMECTHO C amninduKaTopamm
NNIQHLWETHOrO M POTOPHOrO TUMA M paccyMTaHa Ha nposegeHue uccnepoBaHuna 100 o6pasuoB, BK/OYas
KOHTPOAN.

dopma BbinycKka 4 BKAOYAET AMOPUANBMPOBAHHYIO CMmecb aaa nposegeHuns MLUP B cTpUMNOBaHHbIX
npobupkax (12 ctpunos no 8 npobupok) obvemom 0,2 mn. dopma npegHasHayeHa ANA NPUMEHEHMA
COBMECTHO C amnanduKaTopamu MAaHWETHOro TWUMA M pacciuTaHa Ha NpPOBeAeHWe UCC/iefoBaHuA
96 06pa3LOB, BKAKOYAA KOHTPOJIN.

Tabnumua 1
CocTaB Habopa
PeareHT 06bem, mn Konunuecrso OnucaHue

®dopma Bbinycka 1

BydepHbIli pacTBop co cneumdpuyeckumm npanmepamu,
MLUP-cmecs HBV 0,6 2 npobupKun bnyopecueHTHO-MeYeHbIMU 30HAaMKN U aAHT.

Mpo3payHan KMAKOCTb.

BydepHbili pacTBop, coaepKaLimnii MOHbI ABYXBASIEHTHOIO
Bydep C 0,3 2 npobupKu MarHus.

Mpo3payHas KMUAKOCTb.

PactBop c TepmocTtabunbHoli JHK-nonnmepasoi Taq u
Taq nonnmepasa 0,06 2 npobupKun ypaumn-AHK-ravkosnnasomn.
Mpo3payHas KMAKOCTb.
MoNoKUTENBHBIV KOHTPO/IbHLIV 0bpased,

MKO-2 HBV 0,025 4 npobupkn Mpo3payHan KUAKOCTb.
BKO B 0,6 2 npoBupKH IIE_!IHyTpeHHvuzl KOHTPO/IbHbIN 06paseLl.
pO3payHasn }KUAKOCTb.
OTpuuaTeNbHbI KOHTPONBHBIN 0bpasel,.
ORO 11 2 npobupky Mpo3payHasn KUAKOCTb.
K- 0,3 2 npoBupKH OTpuuaTeNbHbI KOHTPOBHBIN 0bpaseLl,.

Mpo3payHan *KUOKOCTb.
dopma Bbinycka 2

100 npoGupok | e meuenst songamn n a0,
MLP-cmeck HBY 0,01 (12,5 crpunos ['O Mpo3payHas }KMUAKOCTb, packanaHa B CTPMNOBaHHble
8 Npo6MpoK) npobupku nog napaduH 6enoro usera.

BydepHbili pacTBOp, coaepKaLLmUii MOHbI ABYXBASIEHTHOIO
bydep D 0,6 2 npobupKn marHuma.

Mpo3payHas KUAKOCTb.

PactBop ¢ TepmocTtabunbHoi HK-noanmepasow Taq u
Taq nonnmepasa 0,06 2 npobupKn ypaumn-AHK-rnamkosnnasoimn.
Mpo3payHan KULKOCTb.
MonoXKMTEeNbHBIA KOHTPOJIbHBLIV 06paseL,

MKO-2 HBV 0,025 4 npobupKu
Mpo3payHas XKUAKOCTb.
BKO B 0,6 2 npo6pKy EIHyTpEHHVIM KOHTPO/IbHbIN 0bpaseL,.
PO3payHan XUAKOCTb.
OKO 1,1 2 npo6upKm ngMLI,aTeIIbeII/I KOHTPOAbHbIV 0bpaseL,.
pO3payHas XUAKOCTb.
K- 0,3 2 NPO6MpPKM OTpuLaTeIbHbIN KOHTPOJIbHBIV 0bpaselLl.

Mpo3payHasn KULKOCTb.
dopma Bbinycka 3

BydepHbIli pacTBop co cneumdpuueckumm npanmepamu,
MuP-cmecb HBV 0,01 100 npobupok | dnyopecLeHTHO-MeYeHbIMU 30HAaAMU U AHT®.
Mpo3payHan }KMAKOCTb, packanaHa nofa napaduH.
BydepHbili pacTBOp, coaepKaLinii MOHbI ABYXBASIEHTHOIO
Bydep D 0,6 2 npobupKun MarHua.
Mpo3payHan KUAKOCTb.
PacTtBOp ¢ TepmocTabunbHolt AHK-nonnmepason Taq u
Taq nonnmepasa 0,06 2 npobupKu ypauun-AHK-rankosnnasoi.
Mpo3payHan }KMAKOCTb.
MonoXunTenbHbIN KOHTPO/IbHLIN 0bpasel,.

NKO-2 HBV 0,025 4 npobupku Mpo3payHas KULAKOCTb.

! Mpobupku c ronybbim napaprMHOM He NCMOMb3YIOTCA.
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PeareHT 06bem, mn Konuuectso OnucaHue
BHYTpPEHHMI KOHTPOIbHbIM 0bpasel,

BKO B 0,6 2MPOBUPKA | 1 3nauman KUAKOCTS.

OTpuuaTenbHbI KOHTPOIbHbIN 0bpaseL.
OKO 11 2 npobupKu Mpo3payHas XUAKOCTb.
‘ 03 2 NpOGUPKN OTpuruaTe/ibHbIA KOHTPOJIbHbIN 06pasel,.

Mpo3payHasa *XNAKOCTb.
dopma Bbinycka 4

JinodmnnunsmposaHHan MNLP-cmecs, cogepkalLan
cneumnounyeckune npaimepsbl, GayopecueHTHO-MeYeHble

96 npobupox 30HAbI, AHT®D, MOHbI ABYXBANIEHTHOIO MarHus, ypauun-

MLP-cmeck HBV Lyo ) (182 CTpngB M0 | AHK-rankoannasy, Tepmoctabunbhyto AHK-nonmmepasy
npo6upok) Taq, AeKCTpaH, Tperanosy.
JNinodunusar 6enoro useTa.
MonoxnTenbHbI KOHTPO/IbHLIM 0bpased,
MKO-2 HBV Lyo ) 4 npo6upkm JNnodunmsar 6enoro ugeTa.
BHYTpPEHHUI KOHTPO/IbHbIN 06pa3el,.
BRO B Lyo ) 2 npo6upkm Jinodpunusar 6enoro usera.
OKO 11 2 Npo6UpKN OTpuuaTeNbHbI KOHTPO/IbHBIN 06paseL,.

Mpo3payHas KMAKOCTb.

Pactsop ana socctaHosneHua MNMKO-2 HBV Lyo, BKO B Lyo.
Pasbasutenb 1,2 2 npobupKun OTpuLaTeNbHbI KOHTPOJIbHbIN 0bpaseL.

Mpo3payHas KMUAKOCTb.

Tabnunua 2
KomnnekTHocTb Habopa
KomnoHeHT dopmar Konuuectso
Habop peareHToB (opma Bbinycka 1, 2, 3 unu 4) - 1
AHCTPYIUUA 10 NpANEHEHMO HaGopa ot oo o nortbio :
KpaTkoe pyKoBoACTBO N0 NpUMMeHeHuto Habopa B BymarkHom Buae 1
KomnnekT Bknagpllwei K Habopy B BymarkHom Buae 1

B 9/IeKTPOHHOM BUAE Ha oPpULMANbHOM
MacnopT KayecTBa o . -
caitte Mpounssogutena: www.nextbio.ru

2.2. MpuHUMN meToAaa

MpUHLMN TecTMpPOBaHMA OCHOBAH Ha 3KcTpakuum [JHK u3 o06pasuoB wuccrnegyemoro matepuana
COBMECTHO C BHYTPEHHUM KOHTPOIbHbIM 06pa3iom (BKO B) n ogHoBpemeHHoM amnandukaumm yyactka AHK
BMpYcCa renatmuTa B n MCKyCCTBEHHO CMHTE3MpPOBaHHOM NocnegoBaTenbHocTy AHK BKO ¢ rubpmnamsaumoHHo-
bnyopecLeHTHOM AeTeKLMeN B pexMMme «peanbHoro spemeHun». BKO no3BosseT KOHTPOIMPOBaTb BCe 3Tanbl
MUP-nccnenoBaHns Ana Kaxkaoro obpasua W oueHWBaTb BAMAHME WHIMOUTOPOB Ha pesynabtatbl MLP-
nccnenoBaHuA.

C nonyyeHHbIMKW Ha 3Tane 3KcTpakumm npobamm AHK nposBoautcsa peakuma amnanduraumm yyactka AHK
npy nomowm crneumduyHbIX K 3TOMY Yy4acTKy npanmepoB u depmeHTa Tag-nonammepasbl. B cocrase
PEaKLUMOHHOM CMeCK NPUCYTCTBYIOT GNYOPECLEHTHO-MEYEHbIE O/IMITOHYKNEOTUAbI, KOTOPbIE TMBPUAN3YIOTCA C
KOMMJIEMEHTAPHbIM y4acTKoM amnanduumpyemoit IHK-muweHu, B pesynbTaTe Yero NPOUCX0AUT HapacTaHue
WHTEHCUBHOCTU dayopecLeHUUn. ITo NO3BONAET PErucTpMpoBaTh HaKoMAeHMe cneumduyeckoro npoaykra
amnAnduUKaLUKn NyTem N3MepeHnsa MHTEHCUBHOCTM GYOPECLEHTHOIO CUrHA/IA C MOMOLLbIO amnanduKaTopa ¢
cUCTEMOM AeTeKLMU GyOPecUEHTHOTO CUTHANA B PEXMME KPEeabHOTO BPEMEHMU Y.

2MNeuyaTHas BepPCUA MHCTPYKLMM JOCTYNHA No 3anpocy no tenedoHy (495) 620-08-73.
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Habop cogepXuT cuctemy 3aluTbl OT KOHTaMMHALUM aMNIMKOHAMK 33 cHeT NpUMeHeHua depmeHTa
ypaumn-AHK-rnukosmnnasel (YAr) u Tpudocdata pesokcuypuamHa. Pepment YOI pacnosHaeT u
KaTanusmpyet paspyweHune ueneir [OHK, cogepkawmx paesokcuypmamH, Ho He [AHK, cogepxkaiwei
OE30KCUTUMUAMH. [Je30KCcnypmuanH oTcyTcTByeT B npupogHoi AHK, Ho Bceraa npucyTcTByeT B aMM/IMKOHAX,
NOCKONbKY TpudocdaTt Ae30KCUypuanHa BXxoamTt B coctaB cmecn agHT®D B peareHTax ana amnandukaumu.
[e30KcnypnanH aenaetr KOHTaMUHUPYIOWME aMNANKOHbI BOCMIPUMMUYMBBIMU K pPaspyLlleHnto GepmMeHTOM
YOI go Havyana amnandukaumm OHK-muweHn, u, cnepoBaTenibHO, OHM He MOryT ObiTb B AasibHelwem
amnanduumpoBaHbl.

®epmeHT YOI TepmonabuneH n MHaKTUBMpPYeETCA Npu HarpesaHuu Bbiwe 50 °C n nosTomy He paspyLlaeT
aMNNKOHbI MULWEHU, HapabaTbiBaemMble B npouecce MLP.

Ha stane amnanM$umKaummn ogHOBpPEMEHHO B 0A4HOM Npobupke amnanduumpytotea yyactok AHK Bupyca
renatuta B (HBV) u nocnepoBatenbHocTb BKO. PesynbTaThl amnanduKaumMm perucTpupyroTca no ABym
pa3NInMYHbIM KaHaam GayopecueHTHON aeTekumu (cm. Tabaunuy 3).

Tabnumua 3
Coorsetcreue [JHK-muweHen n KaHanos payopecueHTHON AeTeKuun
KaHan ana dnyopodopa FAM R6G?
BKO
AHK-Muwenb (aK30reHHbIN BKO) AHKHBY
O6nacTb amnnmdmxau,mm MCKyCCTBeHHO CNHTE3npoBaHHaA X ren

nocnegoBaTtesibHOCTb

2.3. TexHuuyeckoe obcnyKusaHue n peMoHT

Habop He Noa/exKUT TEXHNYECKOMY ODCYXKUBAHMUIO N PEMOHTY.

3. KOHTPO/J1b KAYECTBA

3.1. BHYTpeHHMI1 KOHTPO/Ib KauecTBa
3.1.1. OTpuuaTenbHbIN U NONIOXKUTENbHbIN KOHTPOJIN UCC/Ie0BaHUSA

[Ons KOHTpoAA Bcex 3TanoB MccnenoBaHuaA, 3¢GeKTUBHOCTU 3KcTpakuum OHK u oueHKn BAMAHMA
nHrnbutopos MLUP npeaycmoTpeHo MCNoJib3oBaHUe 3K3oreHHoro BKO — nckyccteeHHon JHK-coaepauiei
KOHCTPYKLMM, KOTOpPAsa BHOCWUTCA B KarKAblM uccnedyembli obpasel, Guomatepuana, OTpULATENbHbIN
KOHTPONbHbIN 0bpaseL, 3Tana 3KCTPaKUMM U MNONOXKUTENbHbIA KOHTPO/IbHbLIM 06paseu,. PesynbTathbl
nccnenoBaHna obpasuoB AO0/KHbI COOTBETCTBOBATb 3aJaHHbIM KPUTEPUAM BaZIMOHOCTM, YKa3aHHbIM B
pasgene «WHTepnpetauma pesynbTtatoB». EcAn pesynbTatbl TECTUPOBAHWA Ucciesyemblx 06pasLos,
nonyyeHHole anAa BKO, He cOOTBETCTBYIOT 3af@aHHbIM KPUTEPUAM BaaWAHOCTW, YKa3aHHbIM B pasgene
«MHTepnpeTauma pe3ynbTaTtoB», TO pPe3ynbTaTbl WCCAEAO0BAHMA [aHHbIX 06pasuoB  cumTatoTCA
HeBanUAHbIMUK, TpebyeTca NOBTOPUTL X aHANN3, HAUYMHAA C 3TANa SKCTPAKLMM.

OTpuuaTenbHbI KOHTPObHBIM 06pa3sel, (OKO) TecTupyeTca, HaUMHAA € 3TaNa SKCTPAKL MU, U NO3BONAET
KOHTPOMPOBATb BO3MOMKHYIO KOHTaMWHAUMIO ApyrMmMuM obpasuamu uam amnavkoHamu. B npobupke c
OoTpuLUATeNbHbIM KOHTPONEM He A0/XKHA aeTekTuposaTbea AHK HBV. B cnyyae HecooTBETCTBUA pe3ynbTaTa,
MOJSIYYEHHOTO 417 KOHTPOAbHOro o06pasua, 33a4aHHbIM  KPUTEPUAM BaSIMAHOCTU, MONONKUTENbHbIE
pe3ynbTaTbl AN uUccaedyembix 06pasLoB B MOCTAHOBKE CUYMTAIOTCA HEAOCTOBEPHbIMM, HeobxoaAnmo
NpeanpUHATL MepPbl MO BbIABAEHUIO U IMKBUAALMN UCTOYHUKA KOHTaMMHALMK U NOBTOPUTbL UCCAef0BaHMeE
BCEX uccnegyemblx o6pasuoB, B KOTOpbIX 0b6Hapy:KeHa AHK HBV 1 oTpuuatenbHOro KOHTPO/A, HauMHas ¢
3Tana 3KCTpPaKLUMMK.

3 NeTtekuma curHana ana payopodopa R6G ocyLLecTBAARTCA NO KaHany AeTeKUMmn Ana aHanormuHbix ¢ayopodopos HEX,
JOE, Yellow, VIC.
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OTpuuaTenbHbiii KoHTponb MUP (K-) Tectupyetcs, HaunHan ¢ atana MNUP, 1 no3BonseT A0NoAHUTENbHO
KOHTPO/IMPOBaTb BO3MOXKHYI KOHTAaMMHALMIO aMNAMKOHaMKU. B npobupKe ¢ oTpULATENBHBIM KOHTPOJIEM
MUP He ponxHa geTektTnuposatbea JHK HBV nam BKO. B cnydyae HecooTBeTCTBUA pe3ynbTata, NONYYEHHOro
AN KOHTpPOAbHOro 06pasua 3agaHHbIM  KpUTEPUAM BANUOHOCTWU, MNONOMMUTENbHbIE pes3yabTaTbl A4S
nccnesyembix 06pasuLoB B NOCTAHOBKE CYMTAOTCA HEAOCTOBEPHBIMU, HEOHXOAMMO NPEeANnPUHATL Mepbl MO
BbIABNIEHUIO U NUKBUAALMM UCTOYHMKA KOHTAaMMHAUMKM M MOBTOPWUTb UCCNefoBaHWe Bcex obpasuos, B
KOoTopbIx 06Hapy»xeHa JHK HBV nan BKO, HaunHan c atana MLP.

B KauyecTBe MONOXWUTENbHOTO KOHTPOASA ucnosb3yetca peareHT MKO-2 HBV (uam MKO-2 HBV Lyo),
BXOAAWMI B cOCTaB Habopa. B cnayvyae HECOOTBETCTBMA PE3y/NbTATOB ANA MONOXKUTENBHOFO KOHTPOA
33[aHHbIM  KpUTEPUAM BanMAHOCTM, pes3yabTaTbl AnA Bcex 06pasuoB B MOCTAHOBKE CYMTAOTCA
HefO0CTOBEPHbIMM, TpebyeTcA MOBTOPUTbL MUCCNeLOBaHWE BCEX MCCAeayeMblX 0OpPasLLOB U KOHTPOAEW,
HaumMHaA c atana MNUP.

3.1.2. KoHTpoab MHrMbUpoBaHus

Ona KOHTpOAs BCEX 3TanoB uccienoBaHus, 3¢EdeKTUBHOCTM 3KCTpakumm AHK M OUueHKU BAMAHMA
nHrnbutopos TMLP npeaycmoTpeHo Wcnonb3oBaHMe 3K3oreHHoro BKO (peareHt BKO B), KoTopbint
[obaBnseTca B KaxAabli UCCeAYEMbI M KOHTPOJ/IbHbie 00pasubl Ha 3Tane 3KCTpakuuu. PesynbTaTbl
nccnepgosaHma BKO gonxHbl COOTBETCTBOBATL 3a4aHHbIM KPUTEPUAM BaMAHOCTU ANA NONOKUTENBHbLIX U
OTpULLATENbHBIX MCCeayeMblx 06pasuUoB, YKasaHHbIM B pasgene «MHTepnpeTauma pesynbTtatoB». Ecan B
nccnegyembix obpasuax He obHapyxkeHa AHK BKO, To pesynbTaTbl uccnegoBaHUA AaHHbIX 0bpasuos
CYMTAIOTCA HEZOCTOBEPHbIMM, TPEBYETCA NOBTOPUTbL UX aHA/IM3, HAYMHASA C 3TAana SKCTPAKLUMM.

3.1.3. MoHuUTOpUHT NnabopaTopun Ha HaAMUYME KOHTaMUHAL UK

PekomeHayeTca pa3 B Mecsl, NPOBOAUTb MOHUTOPUHE 1abopaTopmMm Ha KOHTaMMHALMIO NPOAYKTaMM
amnamduKkaummn, muccnesyembiMmm obpasuamm, MNONOKMTENbHbIMU KOHTPOMbHbIMK 0bOpasuamn. OLeHKa
HaNNUYMA/OTCYTCTBMA KOHTaMMHALMM NPOBOAMTCA MYyTEM WCCAEAO0BAaHMA CMbIBOB C Pa3/IMYHbIX OOBHEKTOB:
nUNeToK, paboumx nosepxHocTen nabopatopHo mebenn, obopyaoBaHUA U NOBEPXHOCTEN MOMELLEHMINA.
B3aTMe w wuccnepgoBaHWe CMbIBOB  cnefyeT  MPOBOAUTb  COMIaCHO  mpoueaype, OMUCaHHOM B
MY 1.3.2569-09 «OpraHusauma paboTbl nabopaTopuii, MCNONbL3YIOWMX MeToAbl amnandukaumm
HYKNEWMHOBbLIX KMUCAOT MNpu paboTe C MaATepuanom, COAEPNKaWMM MUKpoopraHmsmbl -1V rpynn
natoreHHoctTu». lMpu 0BHapyKeHUM KOHTaMMHaLMM HeobxogMmo npoBecT o06paboTKy nabopatopum
MOOLLMMN U AE3UHOULMPYOLLMMKN PACTBOPAMM COTNACHO YKa3aHMAM, onmcaHHbIM B MY 1.3.2569-09. Takxke
ONA NpeaoTBPaALLEHNS KOHTAMUHALMM NabopaTopum KN B KAYeCcTBE Mep NO AEKOHTaMWHaL MK paboymx 30H
pekomeHAyeTCA UCNOoAb30BaTb PAcTBOP AJ/1A Ae3aKTUBALUM HYKNENHOBbIX KUCNOT, Hanpumep, «Oanratop»
npounssogctea OO0 «HekcTtbno», Poccua.

3.2. PeKomeHAayemble KOHTPOJibHble maTepuanbl

B KauecTBe KOHTPOJ/IbHbIX MATEPMasoB ANA MPOBEPKMN 3aABNEHHbIX PYHKLUMOHANbHBIX XapaKTePUCTUK
Habopa MoryT 6bITb MCMOJIb30BaHbl 3aPErMCTPMPOBAHHbIE Ha TeppuTopumn Poccuiickol Pepepaunn naHenm
KOHTPO/bHbIX 00pasLoB, NpegHasHa4YeHHble A8 MNPOBEAEHUA BHYTPEHHEro M BHELWIHEro KOHTponei
KauyecTBa slabopaTopHbIX UccnegoBaHUin no obHapyxkeHuto AHK HBV.
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4. OTPAHUYEHUA METOOUKU UCCNEQOBAHUA

4.1. Habop npymeHseTca TONbKO ANA ANArHOCTUKM in vitro.

4.2. Habop npeaHasHayeH ana paboTbl TOILKO C UCCAeQyEMbIM MAaTEPUAIOM, YKa3aHHbIM B pasgene
«HasHauyeHue». MccnepgoBaHue apyrux BMA0B BMONOTMYECKOr0o MaTepMana MOXKET NPUBECTM K NONYYEHUIO
HeA0CTOBEPHbIX Pe3ynbTaToB.

4.3. lonyyeHue  [OOCTOBEpPHbIX pe3ynbTatoB obecneynmBaeTca  BbiNoOAHeHWEeM  TpeboBaHuUN,
npeabsaBAsSEMbIX K B3ATUIO, TPAHCMNOPTUPOBAHWUIO, NMOATrOTOBKE WU XpaHeHuto obpasuoB uccieayemoro
maTepuana (cm. pasgen «Mccnegyemblin matepuan»).

4.4. C nomouwpbto Habopa Bo3moxKHO [MUP-uccnegosaHne tonbko npob OHK, akcTparMpoBaHHbIX U3
nccneoyemoro matepmasna CoBMECTHO C BHYTPEHHMM KOHTPOJIbHbIM 06pa3suom — BKO B. be3 ncnosb3oBaHusA
BKO B HEBO3MOXKHO MPOBECTMN OLLEHKY BAaNMAHOCTU NOCTAHOBKMW.

4.5. Habop npegHasHayeH Ans npodeccuoHanbHOro npumeHeHus. Habop gosxKeH Mcnosib3oBaTbhcA
TONbKO KBanuduUuMpoBaHHbIM, 06y4YeHHbIM (B 06/1aCTM KAMHMYECKOW /N1abopaTopHOM AMarHOCTUKK)
nepcoHanom (Bpayu KAnMHMYECKoW nabopaTopumn U MeauUMHCKME nabopaTopHble TEXHWUKM, 0by4YeHHble
MOJIEKYNSAPHBIM BUOOTMYECKUM METOONKAM).

4.6. MMpu paboTe c Habopom cnesyeT MCNONb30BaTb TOIbKO amMNIMOUKATOPbl C CUCTEMON OETEKLUU
$NYOpPECLLeHTHOrO CUIHaNa, XapaKTEPUCTUKM KOTOPbIX YA40BAETBOPAIOT TPE6OBAHMAM, YKa3aHHbIM B pasaene
«[lononHutensHoe ob6opyaoBaHve U maTepuanbi».

5. MEPbI NPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. PaboTta ponkHa npoBoauTbCcA B nabopaTopuu, BbIMOJHAIOLWEN MOJEKYAAPHO-OMONOrMyeckune
(MUP) nccneposaHma 6rosormyeckoro matepmana Ha Haamyuune Bos3byauteneit UHGEKLMOHHbIX BonesHeN, ¢
cobnopeHnem TpebosaHmit CanluH 3.3686-21 «CaHuUTapHO-3aNMAEMMUOIOrMYeckMe TpeboBaHMA No
npodunakTmke WMHPeKUMOHHbIX 6onesHen» u CaHMuH 2.1.3684-21 «CaHMUTapHO-3NUAEMUONOTNYECKUE
TpeboBaHMUA K COAEPHKAHNIO TEPPUTOPUI FOPOLCKMX U CENbCKUX NMOCENEHUN, K BOAHBIM 06bEKTaM, MUTLEBOW
BOLE W MNWUTbEBOMY BOAOCHADXKEHWIO, aTMochepHOMY BO3AyXy, MOYBaM, MMWAbIM MOMELLEHUAM,
3KcnayaTauum Npon3BOACTBEHHbIX, OOLLECTBEHHbIX NOMELLEHWI, OpraHM3aLmMmM 1 NPOBEAEHUIO CAaHUTAPHO-
NPOTUBO3NUAEMMUYECKUX (MPOPUNAKTUUECKUX) MmeponpuATMiA». B cootBeTctBuM ¢ n. 4.4. MY 1.3.2569-09
«OpraHu3aumsa paboTbl 1abopaToOpPUii, UCNOb3YIOWMX METOAbI aMMAAUPUKALUN HYKTIEMHOBbLIX KUCAOT Npu
paboTe C MmaTepuanom, coaepaumM MUKpoopraHuambl |-IV rpynn natoreHHOCTM» AoOMycKaeTcs
npoBeAeHMe UCCef0BaHUM  buosornMyeckoro Matepuana (6e3  npenBapuTENbHOrO  HaKOMJIEHUS
B036yauTens) Ha Hannuune HK (PHK) Bo3byauTeneii napeHTepasnbHbIX BUPYCHbIX renaTUToB B NabopaTtopuu,
MMeloLLeld  CaHUTAPHO-3MUAEMMONONMYECKOE 3aK/lOYEHME O BO3MOXHOCTM nposegeHna paboT ¢
Bo3byautenamu llI-IV rpynnbl natoreHHocTM. MaTtepuan Ana ucciegoBaHUN NOANEKUT NpeaBapuUTebHOM
06paboTKe B COOTBETCTBUM C METOANYECKMMM YKazaHMaMmn MY 1.3.2569-09.

5.2. Mpu paboTte Heo6x0AMMO BCErAa BbINONHATL C/eaytolne TpeboBaHuS:

- lMpumeHaTb Ha6op CTpOro no HasHa4yeHUo B COOTBETCTBUU C ,CI,aHHOﬁ MHCprKLI,Mel\;I. OTKNOHEHME OT
nponncaHHbIX Npoueayp n nopAaaka AEVICTBMIZ MOXET NPUBECTU K MNONTYHEHUIO HELOCTOBEPHDIX Pe3y/1bTaTOB
daHanus3a.

- JlabopaTopHbIii npouecc A[0/XKeH OblTb OAHOHAMNpPaBAeHHbIM. AHanM3 cnegyeT MNpPoBOAUTL B
OTAEeNbHbIX MNomelleHMax (30Hax) B cooTBetcTBMM ¢ MY 1.3.2569-09. He Bo3Bpawartb 06pasupl,
obopyaoBaHMe 1 peareHTbl B 30HY, B KOTOpoW Bblna NpoBeaeHa NpeablayLias cTagma npouecca.
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- Paccmatpmsath uccnegyemble obpasubl Kak MHPEKLMOHHO-OMACHbIE, OPraHM3o0BbIBaTb paboTy U
XpaHeHue B cooTseTcTBUM ¢ CaHlnH 3.3686-21.

- Ybupatb 1 Ae3nHOULMPOBaATL pPasinTble 06pasubl AU peareHTbl, UCMOMb3ya Ae3nHbuumnpylowme
cpeactsa B cootBeTcTBUM ¢ CaHlNnH 3.3686-21.

- YAanatb HeWcnonb3oBaHHble peareHTbl, peareHTbl C WCTEKLWMM CPOKOM TFOAHOCTM, a TaKKe
MCNONb30BaHHbIE peareHTbl, yNakoBKy?, Bronoruyeckuit matepuan®, BKAOYas MaTepuasbl, UHCTPYMEHTbI 1
npeameTbl, 3arpAsHeHHble  6MONOTMYECKMM  maTepuasom, B  COOTBeTCTBMM C  TpebosaHMAMM
CaHlnH 2.1.3684-21.

BHUMAHMUE! MNpu yaaneHun otxogosB nocsae amnandukaumm (npobupok, cogep:kamx npoayktbl MLP)
HeAoMnyCTMMO OTKpbiBaHME NPOOUPOK N pa3bpbi3rMBaHUE COAEPHKMMOTO, MOCKOJIbKY 3TO MOXET MPUBECTU K
KOHTaMWHaumn npoayktamm MLP nabopatopHOM 30HbI, 060pYyA0BaHWNS U PeareHToB.

- Wcnonb3oBaTb M MEHATb NPU KaXKaoW onepauumn ogHOPa30Bble HaKOHEUYHWKU AN aBTOMaTUYECKMX
[03aTopoB ¢ PpuabTpom. OgHOPA30BYO NAACTMKOBYIO nocydy (NMpoBbMpKKM, HAKOHEYHWMKKM) HeobxoaAnmo
cbpacbiBaTb B CNELMAIbHbIA KOHTEMHEP, COAEPKALWMIA Ae3nHOUUMPYIOLLEE CPEACTBO, KOTOPOE MOXKET ObiTh
MCNONb30BaHO A1A 06e33aparknBaHUA MeANLUHCKUX OTXOA0B.

- Habop npegHa3HayeH A4 OAHOKPATHOrO npumeHeHus ans nposeaeHua [MUP-ucchegoBaHus
YKa3aHHOro KonmyecTsa 06pasuoBs (cm. pasgen « Dopmbl BbiMyCcKa, COCTAB M KOMMJIEKTHOCTbY).

- K pabote c Habopom AonycKaeTcs TO/IbKO NePCcoHan, 0by4eHHbI MeToAam MONEKYNAPHON AMArHOCTUKM
1 Npasuaam paboTbl B KIMHUKO-AUMArHOCTUYECKOM S1ab0paTopum B YCTAHOBIEHHOM MOPSAKE (B COOTBETCTBUN C
TpeboBaHMAmM CaHlMnH 3.3686-21).

- He wucnonb3osatb Ha6op, €C/IN HapyuweHa BHYTPEeHHAA ynakKoBKa WU BHELWHUMN BUA peareHta He
COOTBETCTBYET ONNCaHUIO.

- He ncnonb3osaTtb Habop, ecan He cobAOAANNCH YCNOBUA TPAHCMOPTUPOBAHMA U XPAaHEHMUSA COMNacHo
WHCTPYKLMMK.

- He cmelwmnBaTb peareHTbl pasHbIX cepuii.
- He ucnonb3oBaTb Habop NO UCTEYEHUM CPOKA FOAHOCTH.

- Mcnonb3oBaTb 04HOPA30Bble HEONYAPEHHbIE NEPYaTKK, NabopaTopHble XanaTbl, 3aLWMLLATL I1a3a BO
Bpems paboTbl c 06pasLamm 1 peareHTamu. TaTeIbHO BbIMbITb PYKM MO OKOHYaHUK paboTbl. Bce onepaumm
NPOBOAATCA TONbKO B NEpPUYaTKax AN UCKNOYEHNA KOHTAKTa C OpraHM3MOM YeoBeKa.

- He ecTb, He NNTb N He KypuUTb B MpoLecce Ucnosb3osBaHMA Habopa. M3beraTb KOHTaKTa peareHToBs C
KOXeMl, rnasamu un camsucton obonouxkon. He rnoratb.

- [pn KOHTaKTe HemegNeHHO MPOMbITb MOpa*KeHHoe MecTo 60NbWNM KONNYECTBOM BOAblI U Npn
N1I0XOM CaMO4yBCTBUU O6paTMTbCFI 3a Me,EI,VILI,MHCKOﬁ nomouwlbto. lMpn nonagaHUM BHYTPb PBOTY He
BbI3biBATb, MPOMOJIOCKATb POT BOﬂ,Oﬁ, O6paTV|TbC’r'I K Bpayy npu na1oxXxom Camo4vysCTBUNU.

5.3. MpKM  MCNONb30BaHMM MO  Ha3HaAYeHWU0 UM COBNOAEHMM  BbILIENEPEUYMCNEHHBIX  Mep
NpeaoCTOPOXKHOCTM Habop 6esonaceH. PeareHTtbl Habopa (Kpome Tag nonnmepasbl M Pasbasutens)
COAEp)KaT HaTpWA a3ung, B KOHUEHTpauum He 6onee 0,1 % M COOTBETCTBEHHO He KAACCUPUUMPYIOTCA KaK
onacHble 1 He TpebyloT cobalAeHUA CneunanbHbIX Mep NPegoCTOPOXKHOCTM, KPOME YKa3aHHbIX B 4aHHOM
pasgene.

4 Hencnonb3oBaHHblE peareHTbl, peareHTbl C UCTEKLWMM CPOKOM FOAHOCTU, UCMO/Nb30BaHHbIE PeareHTbl, YNaKoBKa
OTHOCATCA K KN1acCy ONAacHOCTU MeANUMHCKUX oTxoa08 .

5> BUONOrMYECKMIA MaTepuan, BKIKOYas MHCTPYMEHTbI M NPeAMETbI, 3arpA3HEHHbIE MaTEpPUasoM, OTHOCATCA K Kaaccy
0NacHOCTN MeAULIMHCKMX 0TX0A08B b.

Pemc%%gr_cugls? I%ng%bzcéﬂ;[l)asﬂamope 10
www.nevacert.ru | info@nevacert.ru



5.4. Cneunduueckune Bo3genctama Habopa Ha OpraHM3M YesloBeKa:
- KaHueporeHHbIt adpPeKT oTCyTCTBYET.
- MyTareHHoe aeicTBue OTCyTCTBYET.

- PenpoayKtnBHaA TOKCMYHOCTb OTCYTCTBYET.

6. AONO/THUTE/NIbHOE OBOPYAOBAHUE U MATEPUAbI

6.1. B3aTtue n npegBaputTenbHaa 06paboTka uccnegyemoro matepmana

B3aTue 1 npeggaputenbHyto 06paboTKy nccnegyemoro matepuana npoBoanTb cornacHo MY 1.3.2569-09.

6.2. IKcrpakuua OHK u3 uccnegyemoix o6pasuos

6.2.1. Habop peareHTOB [AO/1A 3SKCTPAKUMM HYKNEMHOBbLIX KUCAOT, 3aperucTpupoBaHHbIn B PO u
COOTBETCTBYIOLWMNI CeayoWmm TpeboBaHNAM:

- Habop nossoaseT BblgenaTb JHK us 6uonornyeckoro matepunana (nnasma Kposu) AN NocienyroLwero
nccnesoBaHUA METOLOM NOIMMEPA3HOM LENHON peakunm;

- Habop He OTHOCUTCS K 3KCcNpecc-meToaam sKcTpakumm AHK;
- Habop no3BosAeT UccieaoBaTb 06pasubl 06bemom He meHee 100 mKn;
- Habop no3BosIAET NPOBOAUTL 3ntoUMI0 ounlieHHon OHK B o6beme He meHee 50 mKn.

B xome npoBeAeHMA KAMHWUYECKMX MUCNbITAaHWI Banngauuio npowan «MarHolpaim® Yabtpa»
(PY Ne P3H 2023/19437) n «Amnaullpaiim PUBEO-npen» (PY Ne ®CP 2012/14017).

6.2.2. [lononHWTeNbHblE MaTepuansbl n 060pyaoBaHMe, Heobxoaumble ans akcTpakumm HK, — cornacHo

WHCTPYKLMM K Habopy peareHTOB AnA sKcTpakunmn OHK.

6.3. AmnanduKaums, aeTeKumus NPoAYKTOB amnanduKaLumum, aHanus U MHTepnpeTauuns
pe3ynbraTos

6.3.1. OgHoOpa3oBble NoaMNponuaeHoBble NPobupkK, ceoboaHble oT [HKas, crneayrowmx Buaos (npu
Mcnosb3oBaHUKU Gpopmbl BbiNycKa 1):

- TOHKOCTEeHHble Npobupkn gaa NLP o6bemom 0,2 mA ¢ BbINYKIOM UAM NJOCKOWM ONTUYECKM NPO3PaYHOi
KPbILWKOMN nan npobupkmn ob6bemom 0,2 M B CTPMNax No 8 LWT. C NPO3PaYHbIMM KPbILLKaMKU — 414 NPOBeAeHUA
MLP npu ncnonb3oBaHUM Npnbopa NAaHLWETHOro TMNa;

- TOHKOCTeHHble nNpobupku ana MNLUP obbemom 0,2 M C NAOCKOW KpbIWKOMA nan npobupkmu ans MLUP
obbemom 0,1 mn B cTpMnax no 4 wWT. ¢ KpbiWKamn — gnsa nposegeHus MNLP npu ncnonb3osaHmMn npmbopa
pOTOpHOro TUNa.

6.3.2. 3aBMHUYMBaAtOLLMECA MPOBMPKM U KPBILLKKM K HUM MM MAOTHO 3aKpblBatoLmecs npobupkn ob6bemom
1,5 -2 mn — gnsa npuroToBieHMA peakuMOHHOMN CMeCK.

6.3.3. OgHopa3oBble HakoHe4YyHWKK, cBobogHble oT [HKas, ana posatopoB nepemeHHoro obbema ¢
dunbtTpom go 100 mkn.

6.3.4. Wtatuebl gns npobupok obvemom 0,2 mn mam 0,1 mn (B COOTBETCTBMM C WMCNOb3YyEMbIMM
npobupkamu ans MNLP).

6.3.5. bokc abakTtepuanbHoli Bo3ayliHow cpeabl (MLUP-60Kc).
6.3.6. LleHTpudyra-BopTeKc.
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6.3.7. ABTOMaTM4YeCKMe A03aTOPbl NepemMeHHOoro obbema.

6.3.8. CTaHUMA aBTOMaTMUYeCKana C MOAyAemM A NPUrOTOBAEHUA M PACKamnKu peaKkLMOHHbIX cMecei u
KOMIM/IEKT PacXOAHbIX MATepPUasoB K Hel COrfacHO MHCTPYKuuu MpousBoauTens, - NpU UCNob30BaHUM
dopmbl BbiNycka 1 B c/lyyae MPUroTOBAEHMA PEaKUMOHHON CMEeCH C MCMO/Ib30BaHMEM aBTOMAaTMUYECKOM
CTaHuMuK.

6.3.9. Mporpammunpyemsbiii amnandpuKaTop ¢ cUcCTeMON AeTeKLMN GYyOopPeCLLEHTHOIO CUTHAMA B PEXUME
«peanbHOro BpPEeMEHW» POTOPHOro TMMa AMOO MNAAHLIETHOro TMMa, 3apPerucTPUpPoBaHHbIN B PO u
COOTBETCTBYIOLWMNM CAeayloWnM TPeboBaHUAM:

- Ha/MuMe HEe3aBMCMMbIX KaHa/oB ¢ayopecueHTHoM getekummn gns dnyopodopos FAM u R6G co
cneayroLWwnmMm XapakTepUCTMKamu:

Tabnuvua 4
Tpebyemble XapaKTepUCTUKU KaHaNoB GpyopecLeHTHOM AeTeKuumn
[ANUHbI BONH, HM
KaHan ana dnyopodopa Bo36y:xaeHus AeTtexkuun
MuHumym Makcumym MuHnmym Makcumym
FAM 450 470 510 530
R6G 515 532 545 580

- Ana npMbopoB NAAHLETHOrO TMMNA Ha/iMuMe NOAOrpeBaeMoM KpbIWKK ¢ TemnepaTtypoit 6onee 100 °C;
- TOYHOCTb Nogaep*kaHna TemnepaTtypol < 0,4 °C;

- CKOpOCTb Harpesa He meHee 2 °C/cek;

- CKOPOCTb ox/1axKaeHuna He meHee 1 °C/cek.

B xo4e npoBeAeHMA KAMHUYECKMX MCMbITaHMI BaAMAaLMIO NPOLWAM CleayloliMe nporpammupyemble
aMmnandMKaTopbl C CUCTEMOMN AeTeKunn (GAYOPECUEHTHOrO CUrHala B PEXMME «PeasibHOro BpemeHU»:
Rotor-Gene Q (PY Ne ®C3 2010/07595), Applied Biosystems QuantStudio 5 (PY Ne P3H 2019/8446),
C1000 Touch B kKomnnekTte c moaynem CFX96 (PY Ne ®C3 2008/03399), ATnpaiim (PY Ne dCP 2011/10229).

6.3.10. XonoannbHUK oT 2 Ao 8 °C ¢ MOPO3UNbHOM Kamepoi oT MMUHYC 24 Ao muHyc 16 °C.
6.3.11. OTaenbHbIM Xxanat, Wano4vkun, obysb U 04HOPA30BbIE NepYaTKM B cooTBeTcTBMMU ¢ MY 1.3.2569-09.

6.3.12. EMKoOCTb 414 c6poca HaKOHEYHUKOB.

7. UCCNNEAYEMbIA MATEPUAN

MaTepunanom gna nccnepoBaHma CAYKUT N1a3ma KPOBU.

B3aTve, npepBapuTenbHyto 06paboTKy, TPaHCNOPTUPOBAHME W  XPAHEHWE  UCCesyemoro
6u1o1I0rMyeckoro matepmuana cnegyet npoBoauTb B cootseTctBmMm ¢ MY 1.3.2569-09.
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8. MPOBEAEHUE UCCNNEAOBAHUA

UccnepgoBaHMe [OMIKHO MNPOBOAUTBCA MPU HOPMAJIbHbBIX MOKAa3aTensX MUKPOKAMMATA KJAWMHUKO-
AMarHoctnyeckoin nabopatopum®:

- TemnepaTypa okpyKatowiero sosayxa ot 20 go 28 °C;

- OTHOcuTenbHasa BAaxHocTb 40 — 75 %.

8.1. 3Kcrpakuua AHK u3 uccneagyemoro marepmana

Ona skcTpakummn OHK umcnonb3oBaTb Habopbl peareHTOB, pPeKOMeHAOBaHHble [lpou3BoguTenem B
pasgene «JononHuTenbHoe obopyaoBaHMe U MaTepuanbl». MopagoK paboTbl ¢ HAabopamu N5 IKCTPAKLUK
OHK cmoTpuTte B MHCTPYKLUMM MO UX NPUMEHEHMUIO.

BHUMAHUE! Tpu npoBeseHUM WUCCAefOBAHUS HeAOMYCTUMO WCMO/b30BAaHWE 3KCMpPecc-MeToLoB
aKcTpakuum HK.

8.1.1. Npu ucnonbszosaHum ¢opm Bbinycka 1, 2, 3

Kaxgas rpynna sKcTparmpyembix 06pasLoB [OJ/IKHA COMPOBOXAATHCA MOCTAHOBKOW OTPULLATENIbHOTO
KoHTpona (OKO) n nonoKutenbHoro KoHTponbHoro obpasua (MKO-2 HBV) B ogHOM noBTope.

Mepen aKcTpakumei HeobxoaMMO Pa3MopPO3UTb KOHTPO/IbHbIE 06pa3ubl: BKO B, OKO 1 NMKO-2 HBV.

BHUMAHMUE! PasmoparkmBaTb cneayeT TO/IbKO HEOOXOAMMOE KOIMYECTBO MPOOMPOK C peareHTamu. s
oAHon noctaHoBKM MNLP TpebyeTca paamoposKka He bonee oaHon npobupku ¢ NMKO-2 HBV.

B npouecce akctpakumm OHK ucnonb3osaTb 06bembl peareHToB U nccneayembix 06pasLoB coriacHo
Tabnuue 5.

BHUMAHMUE! PeareHT BKO B BHOCMTCA B KaxKayto NPOBUPKY C MccneayemMbiMu U KOHTPO/IbHbIMM 06pa3Lamum
(BKNtOYAA NONOKUTENBHBIN U OTPULLATENbHbLIA KOHTPOAN).

BHUMAHMUE! [Ona skctpakumm [AHK un3 100 mkn wuccneayemoro obpasua MCNoAb3yeTca KOMMAEKT
«Amnaulpaiim PUBO-npen», wun3 200 mkn — «MarHolpanm® Ynbtpa» ¢opma Bbinycka 1,
13 1000 mKkn — «MarHolMparim® YabTpa» dopma Bbinycka 2 unm gpyrme pekomeHayemble Habopbl (cm. n. 6.2).

Tabnuua 5
O6bembl peareHTOB U uccaegyembix 06pasyoB Npu ucnosb3osaHuu popm Bbinycka 1, 2, 3

PeareHT / 06pasey 0O6bem Dob6asnatb

Mpu aKcTpakuum us 100 mkn o6pasua

B MPOBUPKM ANA Uccnesyembix

Uccnepgyemslii obpasey, 100 mKn 06pasLos
BKO B 10 mKkn B KaXKayt npobupky
OKO 100 mkn B Npobupky ana OKO
MKO-2 HBV 10 mKkn + 90 mkn OKO B Npobupky ana MKO
PeareHT, ucnonbsyemsbiit ana sanoummn JHK 507 MmKA B KaXayt npobupky

6 VYKasaHbl OONycTMble HOPMbI TeMnepaTypbl M OTHOCUTENbHOM BAAXKHOCTM BO3Ayxa B pabouel 30He
NPOW3BOACTBEHHbIX MOMELLEHUI B COOTBETCTBUM C TpeboBaHuMamM [OCT 12.1.005-88 «Cuctema CTaHAapTOB
6e3onacHocTv Tpyaa. ObLne caHUTapHO-TUrMeHnYecKkme TpeboBaHMA K BO3AyXy paboyeit 30HbI».

7 Mpu HeO6X0AMMOCTU AoNyCKaeTca yBennyeHne obbema sntoumm 4o 90 MK,

cusa 13
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PeareHT / 06pasey 06bem Dob6asnatb

Mpu aKkcTpakuum us 200 mkn o6pasua

Uccnepgyemblii obpasey, 200 mKkn B NIPOBUPKM ANA MCCNeayeMbIX
ob6pasuos
BKO B 10 mkn B KaXkAyto Npobupky
OKO 200 mkn B Npobupky ana OKO
MKO-2 HBV 10 mkn + 190 mkn OKO B Npobupky ans MNKO
PeareHT, ucnonbsyembiin ana sntoumn JHK 100 mkn B KaXXAyto Npobupky

Mpwm aKkcTpakuumn u3 1000 mka 06pasua

B NPOBMPKM ANA nccneayembix

Nccneayemblin obpased, 1000 mkn 06pasLos
BKO B 10 mkn B KaXKAyto Npobupky
OKO 1000 mkn B Npobupky ans OKO
MKO-2 HBV 10 mkn + 990 mkn OKO B Npobupky gna NKO
PeareHT, ucnonbsyembiit ana sanoummn JHK 100 mkn B KaXkAayto Npobupky

8.1.2. Mpu ucnonbsosaHun ¢opmobl BbiNycKa 4

Kaxgas rpynna sKcTparMpyembix 06pasLoB A0/XKHaA COMPOBOXAATbCA MOCTAaHOBKOW OTPULIATENbHOMO
KoHTponsa (OKO) 1 nonoXKnUTenbHOro KOHTpoabHoro obpasua (MKO-2 HBV Lyo) B o4HOM noBTOpE.

BHUMAHMUE! PeareHTbl MKO-2 HBV Lyo 1 BKO B Lyo TpebytoT BOCCTaHOB/IEHUA.

[ns BOCCTaHOBAEHMA NNOPUNNIUPOBAHHBIX pPeareHToB Heobxoaumo B MPobUpPKY € Anoduamsatom
[ob6asuTb PasbaButenb B 06beme, ykazaHHOM B Tabauue 6, nepemellatb COAEPKMMOE NPOBMPOK C
BOCCTaHOB/IEHHbIMM peareHTaMu, 0CaAuTb Kanau Ha BOpTeKce.

Tabnuua 6

O6bem PasbaButena gna BOCCTAaHOB/NIEHUA peareHToB

PeareHT Pa36baButenb, MKn
MKO-2 HBV Lyo 25
BKO B Lyo 600

B npouecce akcTpakumm AHK ncnonb3oBaTb 06beMbl peareHToB U Mccaeayembix 06pasuoB cornacHo
Tabnnue 7.

BHUMAHMUE! PeareHT BKO B Lyo BHOCMTCS B Kaxayto NPOBGMPKY C MccnesyembiMU U KOHTPOIbHbLIMM
06pa3Lamm (BKIOYAA NOMOKUTENbHbIN U OTPULLATE/IbHBIN KOHTPON).

BHUMAHMUE! [Ona skctpakumm AHK un3 100 MmKn wuccneayemoro obpasla MCNOAb3yeTcA KOMMIEKT
«Amnaulpanm PUBO-npen», u3 200 mkn — «MarHolpaim® VYabtpa» ¢opma Bbinycka 1,
13 1000 mkn — «MarHolMpaim® YabTpa» dopma Bbinycka 2 uamn apyrme pekomeHayemble Habopbl (cm. n. 6.2).
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Tabnunua 7

O6bembl peareHTOB U Uccneayembix 06pasLL0B NpU UCNo0b3oBaHUN GopMmbi BbinycKa 4
PeareHT / 06pasel, 06bem [Do6asnatb

Mpwm aKkcTpakuumn u3 100 mkn obpasua

Uccneayemslii obpasel, 100 mKn B NPOBUPKY ANA McCrieayembIX

obpasuos
BKO B Lyo (BocCTaHOBNEHHbIN) 10 mKkn B KaXKAyto Npobupky
OKO 100 mkn B Npobupky ans OKO
MKO-2 HBV Lyo (BoccTaHOB/IEHHbIN) 10 mkn + 90 mkn OKO B Npobupky gna NKO
PeareHT, ucnonbsyembliit ana anounn HK 508 mkn B KaXKAyto Npobupky

Mpu aKkcTpakuum us 200 mkn o6pasua

Uccneayemslii obpasel, 200 mkn B NPOBUPKY ANA McCrieayembIX

obpasuos
BKO B Lyo (BoccTaHOB/IEHHbIN) 10 mKkn B KaXkZyto NpobupKy
OKO 200 mKkn B Npobupky ana OKO
MKO-2 HBV Lyo (BoccTaHOB/EHHbIN) 10 mkn + 190 mkn OKO B Npobupky gna NKO
PeareHT, ucnonbsyemobiit ana sanoummn JHK 100 mkn B KaXKAayto Npobupky

Mpu aKcTpakuum us 1000 mkn obpasya

Uccnepgyemblii obpasey, 1000 mkn B MPOBUMPKY ANA MCCreayembIX

obpasuos
BKO B Lyo (BoccTaHOB/IEHHbIN) 10 mKkn B KaXKZyto NpobupKy
OKO 1000 mkn B Npobupky ana OKO
MKO-2 HBV Lyo (BoccTaHOBAEHHbI) 10 mkA + 990 mkn OKO B Npobupky ana NKO
PeareHT, ucnonb3yemslii gna snounn OHK 100 mkn B KaXkayto npobupky

8.2. NMopgrotoBKa peareHToB AaA amnanduUKaum

8.2.1. Npu ucnonb3osaHmu Gpopmbl BbinycKa 1
BHUMAHUE! KomnoHeHTbl peakuMOHHOMW CMecu cleayeT CMeLlnBaTb HenocpeacTBEHHO nepej,
nposegeHunem MLP.

BHUMAHUE! HeobxoAMMO MWHMMMU3IMPOBATb BpemMa HaxoXaeHuAa Tag noavmepasbl MNPU KOMHATHOW

Temneparype.

BHUMAHUE! B cnyyae npurotoBieHUA PeaKLMOHHON CMeCcu C MOMOLLbO aBTOMATUMYECKOM CTaHLMu
cnepyinTe yKasaHUAM MHCTPYKLUKW MO €e UCMO/Ib30BaHMIO.

8.2.1.1. Paccuntath obbembl peareHToB, Tpebylouimecs ANA MNPUrOTOBAEHMA pPeaKkUMOHHOW cmecu
(cm. Tabnnuy 8). Cmecb roToBUTb Ha 0b6LLee YMUCA0 UCCAedyeMbIX U KOHTPOJIbHbIX 06pa3u,oB NAOC 3anac He
MeHee YemM Ha OAHY peakumio.

Tabnumua 8
PacueT 06beMOB KOMMNOHEHTOB ANA O4HO peakUUOHHON cmecu
PeareHT 0O6bem, MKn 0O603HauyeHusa
MLP-cmecb HBV 10*(N+1)
Bydep C 5%(N+1) N — Koanyectso amnanduumpyembix 06pasLos,
BK/1I0YAA KOHTPO/IU
Taq nonnmepasa 1*(N+1)

& Mpu HeobxoaAMMOCTU gonycKaeTca yBeanyeHne obbema snoummn 4o 90 MK,
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8.2.1.2. Pa3mopo3uTb peareHTbl. [lepes CmeWwMBaHMEM pPeareHToB nepemellaTb COAEPKUMOe
Npob6MpPOoK C peareHTammn, 0CaguTb Kanau Ha BOpTeKce.

8.2.1.3. MpUroToBUTb pPeaKUMOHHYO CMecb, A00aBMB KOMMOHEHTbl B 0Obemax, pPaccyMTaHHbIX B
n. 8.2.1.1. NMepemeLwaTtb CMeCb U OCaaUTb Kan/n Ha BOPTEKCeE.

8.2.1.4. Otobpatb Heobxogumoe KOAMYECTBO NPOOBUMPOK MAM CTpUNoB pas amnandukaumm [OHK
nccneayemblx U KOHTPOIbHbIX 06pa3LLoB. Bbibop Npobupok ans amnamdurKaumm 3aBUCUT OT UCNONb3YEMOTO
amnandukaTopa ¢ CUCTEMON AETEKLMN B PEKMUME «PeasibHOro BpEMEHU».

8.2.1.5. BHecTu B npobuMpKM No 15 MK NpUroToBJeHHON peaKkLMOHHOU CMEeCH.

BHUMAHMUE! Hencnonb3oBaHHbIE OCTAaTKM PEaKLUNMOHHOW CMECU XPaHEHUIO He noasear.

8.2.2. Mpu ucnonb3osaHun ¢opmbl Bbinycka 2 n 3

BHUMAHUE! HeobxoaMmo MUHMMW3MPOBATb BPEMA HaxoxAeHuA Taq nosmvmepasbl NPU KOMHATHOM
Temneparype.

BHUMAHUE! KomnoHeHTbl peakuMOHHOM CMecu ciedyeT CMelunBaTb HEenocpeacTBEHHO nepes,
nposegeHvem [LP.

8.2.2.1. Paccuutatb obbembl bydepa D u Taq nonumepasbl, Tpebylowmecs ANA NPUTOTOBJAEHURA
peakumMoHHon cmecn (cm. Tabaunuy 9). Cmecb rotoBuTb Ha obliee YMCI0 UCCAeAYEeMbIX U KOHTPOJ/IbHbIX
06pasLIOB N/IOC 3anac He MeHee YeM Ha OAHY peakLuumio.

Tabnunua 9
Pacuet 06beMOB KOMMNOHEHTOB PEaKLLMOHHOW CMeCcH
PeareHT 06bem, MKn 0O603HaueHusn
Bydep D 10*(N+1) N — KosMyecTBo amnandULMpyembix 06pasLos,

Taq nonumepasa 1*(N+1) BKJIKOYAA KOHTPON

8.2.2.2. Pasmoposutb Bydep D. Mepes cmelumBaHnem peareHTOB NepemellaTb CoAepHKumoe Npobrpok
C peareHTamM, 0CaAnTb Kanjn Ha BOpPTEKcCe.

8.2.2.3. MpUroToBMUTb pPEaKUMOHHY0 CcMecb, A006aBMB KOMMOHEHTbl B 06bemax, pPacciuTaHHbIX B
n. 8.2.2.1. NepemeLwaTtb cMeCb M 0CAAUTb Kann Ha BOPTEKCe.

8.2.2.4. OTobpaTb Heobxoaumoe KOAMYECTBO Npobupok uam ctpunos c MUP-cmecbio HBV ana
amnanduraumm AHK nccnenyembix 1 KOHTPOAbHbIX 06pa3LoB.

8.2.2.5. Yb6epmuTbcs, 4To napadmH NOSHOCTbIO NOKPbIBAaET PacTBOP Ha AHe NpobupoKk. B npoTuBHOM
C/ly4ae, He UCNo/1b30BaTb AaHHble NPOBUPKK.

8.2.2.6. Ha nosepxHocTb NnapaduHa BHecTV no 10 MKA NPUroTOBAIEHHOW peakLMOHHOI CMecH, Npu 3ToM
OHa He A0/1KHa NPOBaIMBATLCA NOA, NPOCAOWKY NapaduHa u cmewmsatoca ¢ MNLP-cmecbto.

BHMMAHMUE! Hencnosnb3oBaHHbIE OCTAaTKM PEAKLMOHHOM CMECU XPaHEHUIO HE NOAJIEeKaT.

8.2.3. Mpwu ucnonbsosaHun ¢opmbli BbinycKa 4

OTobpaTb HeobxoaMMOe KOMYeCTBO CTPUMOBAHHbIX MNpobupok ¢ TMLP-cmecbio HBV Lyo pns
amnandukaumm AHK nccnegyembix U KOHTPOIbHbIX 06pa3LLOoB.
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8.3. BHeceHue npob OHK, npoBegeHne amnandpukaumm un getekumm

BHUMAHMUE! Mpu pobasneHmn npob [AHK, sKcTparMpoBaHHbIX C MOMOLLbO HabopoB peareHToB As
NPoBeAEHMA IKCTPAKLUM METOAOM COpbLMM Ha CUAMKArene UAM MArHUTHOW cenapaumu, Heobxoanmo
nsberatb NnonagaHmaA copbeHTa B PEaKLMOHHYIO CMECh.

BHUMAHMUE! Mpu pyyHOM aHanM3e NporpaMmMpoBaHME U 3aMycKk amnandukaTopa NPOBOAUTb COrIAaCHO
WHCTPYKLMM NO ero NpMMeHeHnI0. PekomeHayemble NapameTpbl 414 NPporpaMmmMpoBaHmMa aMnanduKaTopos
YKa3aHbl BO BKAagpbllle, Nnpunaraemom K Habopy. Mpun Mcnonb3oBaHUM nNporpamMmHoro obecnevyeHus FRT
Manager nporpammmpoBaHue amnaMduKaTopa ycTaHaBAMBaAETCA aBTOMATUYECKM.

8.3.1. BHecT B MOAroTOB/AEHHbIE MPOBUPKU C PEaKLMOHHOW cmecbio/anodunnmsatom npobol OHK,
NnoJlydeHHble B pe3y/ibTaTe 3KCTPaKLMU U3 TECTUPYEMbIX M KOHTPObHbIX 06pasLoB, U OTpULATENbHbIN

KoHTpoAb MUP — peareHT K- unn Pas6aButenb B cooTBeTCTBUM € Tabanuei 10.
Tabnnua 10

O6pa3ubl U UX 06beMbI gNA NpoBeaeHUa amnanduKauum

O6bem KOHTPOIbHOTO
o6pasua, MKkn

0O6bem TecTpyemoro

R e KoHTponbHbIi 06pasel

Mpu ucnonbsoBaHum popm Bbinycka 1, 2, 3
MKO-2 HBV
10 OKO 10
K-
Mpu ncnonb3oBaHMM GpopMbl BbiNycKa 4
MKO-2 HBV Lyo
20 OKO 20

Pa3basutenb

8.3.2. 3anporpammunpoBaTb aMmnanPUKaTOP C CUCTEMON AETEKLUN B PEKUME K PeasibHOro BPEMEHWN» N8
BbINOJIHEHWUA e4MHOM NPOrPaMmmMbl aMNANPUKALMM U feTeKLMM GyopecLLEeHTHOrO cMrHana (cm. Tabaunuy 11).

Tabanua 11
EguHaa nporpamma amnamdpuKaumm m getekumm ¢ayopecueHTHOro curHana
o AeTekuma no KaHanam ana Konnyecteo
Lnkn Temnepatypa, °C Bpemsa dnyopodopos LUMKNOB

1 50 15 muH - 1
2 95 15 muH - 1

95 10c -
3 45

60 20¢c FAM, R6G

MpumeyaHue - C UCNONb30BaHWEM €L4MHON MPOrPAaMMbl MOXKHO OAHOBPEMEHHO NPOBOAUTL B OAHOM
npubope noboe coyeTaHWe TECTOB, BK/AOYAA TECTbl C 06paTHOW TpaHCKpUNuMen u amnandurkaumen. Mpu
04HOBPEMEHHOM NPOBEAEHNN HECKOJIbKMX TECTOB AETEeKLMA $yOPECLLeHTHOro CUrHaNa HasHavYaeTcs M no
APYrMM UCMOAb3yEMbIM KaHanam, MOMMMO YKasaHHbIX B Tabauue. B cayyae ecim B ogHom npubope
04HOBPEMEHHO NMPOBOAATCA TECTbI TO/ILKO ANA BbiABAeHUA AHK, MOXHO yaanutb U3 gaHHOW NpPorpammbl
nepsbIi War o6paTHOM TpaHcKpunuun (50 °C — 15 MUHYT) AN SKOHOMWKN BPEMEHMU.

8.3.3. Mepes NOCTaHOBKOM B amNIMOMKATOP NAAHLWETHOIO TUMa 0CaAMTb Kanin Co CTEHOK NMPOBUPOK Ha
BOpTEKCE.

8.3.4. YCTaHOBUTb NPOBUPKM UK CTPUMbI B AYENKU PeakLMOHHOTO MoAy s npubopa.
8.3.5. 3anyctuTb BbINOIHEHME NPOrpammMbl amnandmrKaumm ¢ geTekumen ¢bayopecLeHTHOro cMrHana.

8.3.6. Mpnbop nNpoBOAMT perncTpaumio ¢AyopecueHTHOro CUrHana aBTOMaTUYECKM B peskume
«PeanbHOro BPEMEHUY,
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8.4. AHanu3 1 BblUUCNEHUE PE3YNbTATOB
AHanus n 06paboTKy pe3ynbTaToB MOMKHO NPOBOAUTb:

- B aBTOMaTMUYECKOM pEeXMME C WCMNo/Ib30BaHMEM nporpammHoro obecnedvenua FRT Manager
(000 «UNHTep/labCepsuc», Poccusa, PY Ne P3H 2019/8870) cornacHo pyKoBoAcCTBY Nosib3oBaTens, Bbibpas
MEeTOAMKY, YKa3aHHyI0 BO BKAaAbllle, Mpuaaraemom K Habopy. PyKoBOACTBO NoAb30BaTeNA PasmMeLLEHO Ha
oduumanbHom caitte OO0 «MUHTep /labCepBuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B PYYHOM pexMMe C MOMOLLbIO MPOrpaMmHoro obecneyeHua npubopa, MCNOAb3yemoro Ans
nposegeHua MMUP c peTekumelrt B peXume «peanbHOro0 BPEMEHMY», COMMACHO WHCTPYKLMM MO ero
NPUMEHEHWUIO U UHCTPYKLMU K Habopy.

BHUMAHMUE! MMpu pyyHom aHanmse 06paboTKy AaHHbIX (pAyOpecueHTHbIX KPUBLIX), MOAYYEHHbIX B
nporpammHom obecnedyeHnn npubopa, ucnonbdyemoro Ana nposegeHua MLUP c getekumen B pexkmme
«peanbHOro BPEMEHM», MNPOBOAUTb COMMACHO WMHCTPYKLMM MO €ero npuUMeEHeEHMUI0. PekomeHayemble
napameTpbl g1 06paboTKM faHHbIX YKa3aHbl BO BKAAAbILIE, MpUaaraeMom K Habopy.

O6paboTKa M pacyeT pesy/bTaToB NPOUCXOANUT Ha OCHOBAHWKW Hannuma (MAK OTCYTCTBUA) NepecedyeHns
KpuBol dnyopecueHumm S-obpasHoi (cMrmoobpasHoi) Gpopmbl C YCTAHOBNEHHOM Ha COOTBETCTBYIOLLEM
YPOBHE NOPOroBoOn IMHUEN, YTO onpeaenseT Haandme (M oTcyTcTBMe) ana agaHHol npobbl AHK 3HaveHus
noporosoro uukna (Ct) B cootsetcTByiolleit rpadpe Tabauubl pesynbratoB. [MapameTpbl 06paboTKM
$NyopecLEHTHbIX KPUBBIX 3aBUCAT OT UCMO/Ib3yeMOM Modenu amnandukatopa (cm. BKAaAbllw K Habopy K
WHCTPYKLMIO MO NMPUMEHEHUIO aMNIMdMKaTopa).

KpvBble HakonneHua GAyopecuUeHTHOIO CUTHasa aHa/M3MpYoTCa MO ABYM KaHanam AeTekuuu
(cm. Tabnuuy 12).

Tabanua 12
DeTtekuua ¢payopecueHTHOro curHana
KaHan gna ¢pnyopodopa FAM R6G
MpoayKkT amnandukaumm BKO OHK HBV

8.5. WUHTepnpeTtauua pesynbTatos
MHTepnpeTaunto pe3ynbTaToB NPOBOAAT B ABYX BapUaHTax:

- BPYYHYlO B COOTBeTCTBUM C Tabavueir 13 u BKNagbllwem, npunaraembim K Habopy. PesynbTat
MCCNef0BaHNA CYUMTAIOT [OCTOBEPHbIM, €CAW Pe3ynbTaTbl, MOJYYEHHble AN KOHTPOJbHbIX 06pasLos,
COOTBETCTBYIOT KPUTEPUAM BaIMAHOCTU, YKa3aHHbIM B Tabauue 14;

- B aBTOMATMYECKOM peXMMe C MCrNoab3oBaHMeM mnporpammHoro obecneveHna FRT Manager
(000 «UHTep/labCepsuc», Poccus, PY Ne P3H 2019/8870) cornacHo pyKoBOACTBY MO/b30BaTe A, Bbi6pas
METOAMKY, YKa3aHHYIO BO BK/agbllwe, npuaaraeMom K Habopy. PykoBoacTBO NoJsib30BaTeNst pasMeLleHo Ha
opunumanbHom caite 00O «UHTep/labCepeuc» no agpecy: https://www.interlabservice.ru/service/frt/.
Mcnonb3yemble B NPOrpaMMHOM 0becrneyeHnn anropuTm MHTEPNpPeTaLmmn pesynbTaToB 418 Uccaeayembolx
06pa3LoB N KPUTEPUM BaNNLHOCTM PE3YAbTATOB, NOMYYEHHbIX A8 KOHTPOAEN, NpeacTaB/eHbl B Tabanuax
13 1 14 cooTBETCTBEHHO.
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Tabanua 13
MHTepnpeTauua pe3ynbTaToB ANAa uccneayembix obpasuos

Pesynbtar UHTepnpeTtauua
3HauyeHue Ct no KaHanam ana ényopodopos FAM 1 R6G He HeBanuaHbii!
onpeaeneHo Uav onpeaeneHo Bbille rPaHNYHOro’. C6oit BKO! TpebyeTca noBTOPUTbL aHaIN3
3HauyeHue Ct no KaHany gna ¢nyopodopa FAM onpegeneHo He
BbllLe FPAaHUYHOrO, a No KaHany ana ¢ayopodopa R6G Bbiwe Pe3ynbTaT COMHUTE/IbHDIM
rPaHU4YHoOro.
3HaveHue Ct no KaHany gnsa ¢nyopodopa FAM onpepeneHo He
BbllWe FPAHUYHOrO, a Mo KaHany ans ¢ényopodopa R6G He OHK HBV He obHapy»KeHa
onpeaeneHo.

3HayeHue Ct no KaHany ana ¢nyopodopa R6G onpeaeneHo He
BbilLe rpaHUYHoOro. MNpun sTom Kpmeasa GpayopecueHUMN JaHHOM

npobbl N0 JAaHHOMY KaHany nepecekaeT NOPOrosByt JMHUIO Ha OHK HBV o6HapyxeHa
y4acTKe  XapaKTepHOro  3KCMOHEeHLUManbHOro nogbema
dnyopecueHunn.

Tabnuua 14
Kputepumu BaaAMaHOCTU ANA KOHTPOAbHbIX 06pasuoB

Pe3synbTatbl amnandukaumm no KaHany gna ¢payopodopa

KoHTponb
FAM R6G
OKO OnpegeneHo 3HavyeHue Ct 3nauenme Ct oTeVTCTBYET
(oTpMLATENbHBIV KOHTPOAb IKCTPAKLMK) He Bbllle rPpaHNYHOro’ Y Y
K-
(oTpuuaTtenbHbI KOHTpOAb MNLP) 3Hauenme Ct otcyrcrayer
MKO

o OnpeaeneHo 3HayeHue Ct He Bbile rpaHNYHOro
(nonoXuTenbHbIt KOHTPOAb 3KCTpaKumm OHK, MNLP) pea P

8.6. B03MOKHbIe OWMOKM N peKoMeHAAL MU NO UX PeLUEeHUI0

8.6.1. 1N NONOMKUTENbHOTO KOHTPOASA aKcTpakuumn AHK u MUP (MKO) 3HayeHue noporosoro uukna (Ct)
no KaHany ana pnyopocdopos FAM 1 R6G oTcyTcTBYET MM NPEBbIWAET rpaHNUYHOE 3HaYeHne. Heobxoanumo
NoBTOPUTb MCCNeAOBaHME ANA BCEX OTPULATENbHbIX WU COMHUTENbHbIX 00pasuyoB, HayMHas € 3Tana
3KcTpakummn AHK.

8.6.2. insa oTpuMLaTeNIbHOTO KOHTPOASA aKcTpakuumu (OKO) no kaHany gna dayopodopa R6G onpegeneHo
3Ha4yeHue noporosoro uukna (Ct). BeposaTHa KOHTaMMHaUMA N1abopaTopmm NPOAYKTAMU aMIANDUKALUN UK
KOHTaMMHauMA peareHToB UaKn nuccaesyembix 06pasuoB Ha Kakom-1nbo atane nccnegosaHuns. Heobxogumo
npeanpuHATL Mepbl NO BbIABAEHUIO U NIMKBUAALMN UCTOYHUKA KOHTaMMUHALUM M NOBTOPUTL UCCNeaoBaHMe
Bcex 06pa3LoB, B KOTOpbIX 0bHapyxKeHa [HK BbiaBnsemoro BMpyca, HauMHasa ¢ aTana akcTpakumm AHK.

8.6.3. [lna otpuuatenbHoro KoHTtponsa MUP (K-) no kaHany ana ¢nyopodopa FAM wu/unn R6G
onpeaeneHo 3HayeHue noporosoro uUuMKna (Ct). BepoATHa KOHTaMMHaumsa fabopaTopuu MNpPoAyKTamMu
amnanduKaLMmM  UAM  KOHTAaMUHAUMA peareHToB, uccaedyemblx 06pasyoB Ha Kakom-anbo 3Ttane
MNUP-nccneposanusa. Heobxoammo npegnpuHATe Mepbl MO BbIABAEHUIO M JIMKBUMAAUMU WCTOYHWMKA
KOHTamMHauuu 1 nostopuTb MLUP-nccnegosaHme Bcex 06pasyoB, B KOTOpbIX 06HapyxkeHa HK BbiaBAsiemoro
BUPYCa, HaunHas ¢ aTana amnanduraumm JHK.

8.6.4. ina nccnepyemoro obpasua onpeaeneHo 3HaYeHWe NOPOroBOro UMKAA, NPU 3TOM Ha rpaduke
dbnyopecLeHUMM OTCYTCTBYET Y4aCTOK XapaKTEPHOIrO 3KCMOHEHUMANbHOro nogbema (rpaduk npeacrasaset
coboli NpubAnsnUTeNnbHO NPAMYI0 AMHWUIO). HeobxoaMmo NpoBepuTb NPaBUIbHOCTb BbIOGPAHHOIO YPOBHSA
NMOpPOroBOW JIMHUM UK NapameTpPoB pacyeTa 6a30BON AMHWUKU. ECiM pe3ynbTaT NoayYeH Npu NPaBUIbHOM
YPOBHE NoporoBoi AnHMK (6a3oBon AMHUK), TpebyeTca NOBTOPHO NPOBECTM amMNANOUKALMUIO U JEeTeKUUIo
Ana atoro obpasua.

°TpaHuuHble 3HaueHna Ct yKasaHbl BO BKAaAbILIE, Npunaraemom K Habopy.
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8.6.5. B cayyae nosnyyeHWsa HeBaNMAHbLIX WMAM COMHMUTE/IbHbIX pesynbTaToB TpebyeTcA MNOBTOpHOe
nccneaoBaHue o6pasua, HauMHanA C 3Tana KCTPAKUMKN HYKNEUHOBBIX KMCNOT. B cnyyae BOCNPOM3BOAMMOrO
pesy/nbTaTa PeKOMeHAYeTcA MOBTOPHO NPOBECTM B3ATME, NPeABapuUTe/IbHYI0 NOATOTOBKY U UCCNed0BaHUe

obpasua.

8.7. [AmarHocTuyecKkoe 3HaYeHue NoNy4eHHOro pesy/abTaTa

MNUP-nccnepoBaHne ABAAETCA OAHMM M3 METOAOB BCECTOPOHHEro ob6cnefoBaHWA MaumeHTa, Ha
OCHOBAHMM KOTOPbIX Jlevalimii Bpay YCTaHaBNMBaeT AMArHO3 W BblIBMpaeT MeponpuAaTUA MO JeYeHUto
nauMeHTa. PesynbtaTbl, MOJyYEeHHble MNPU  WCNONL30BAHWW Habopa, creayeT pPacCMaTpuBaTbh U
WHTEPNPETUPOBATb B COYETAHMUM C AAHHBIMU APYTUX KIMHUYECKMX U NabopaTopHbIX NcCef0BaHNNM.

9. ®YHKUUNOHA/IbHbIE XAPAKTEPUCTUKU HABOPA

9.1. Npepen obHapyxkeHna'®

MNpegen obHapyeHuss Habopa «Amnaunlpainm® HBV-Tect» 6bl1 onpegeneH € MCMOJIb30BAHUEM
npobuTt-aHann3a c 95%-oi 0BEepPUTENIbHOMN BEPOATHOCTbLIO (CM. Tabauy 15).

3HaYeHUA XapaKTePUCTUKM, yKasaHHble B Tabauue 15, gocturaioTcs npu cobnogeHUM Npasn, yKazaHHbIX B
pasaene «Mccneayemblii matepuany.

Tabanua 15
Mpepen obHapyKeHUa Habopa
O6bem 6uomarepuana npu Mpeaen o6HapyKeHUsa no 95%-bli1 f,O0BEpUTE/NIbHDbI MHTEpPBan,
3KCTPaKLUUM, MKN Probit 95%, ME/mn ME/mn
100 50 42,8 - 58,6
200 25 22,5-28,2
1000 5 4,8-5,3

9.2. AHanuTtuyeckas cneunPUUHoOCTb
Habop peareHToB 06HapyXuBaeT Tobko dparmeHT AHK Bupyca renaTtuta B (HBV).

AHanutnyeckas cneunduryHoctb Habopa «Amnaunlpainm® HBV-TecT» oueHMBanach TectupoBaHnem AHK
MMKPOOPraHM3mMoB U BUpPYcoB (cm. Tabauuy 16) u reHomHol JHK yenoseka. JHK mMuKkpoopraHnsmos u
BMPYCOB B KOHLLEHTPaLUMM He MeHee 1x10° konuit/mn n reHomHyto [JHK YenoBeka B KOHLEHTpauum 1 MKr/mn
BHOCMAIM B 06pasuybl BMosiornyeckoro matepuana, He cogepauwme AHK HBV.

Tabnuua 16

MMKpOOpraHM3MbI U BUPYCbl, UCNoJibsyemblie anAa OueHKHn aHaNUTUUYECKOoM CﬂeLlMd)W«'IHOCTM

MuKpoopraHusmbl U BUPYCbl

Epstein-Barr virus (EBV) Staphylococcus aureus
Cytomegalovirus (CMV) Streptococcus pyogenes
Human herpesvirus 6 (HHV6) Streptococcus agalactiae
Varicella Zoster virus (VZV) Pseudomonas aeruginosa
Herpes simplex virus | (HSV 1) Escherichia coli

Herpes simplex virus Il (HSV II) -

Mpwn TecTpoBaHnm obpasL.os [HK BbilenepeuncneHHbIXx MUKPOOPraHM3MOB M BUPYCOB W reHoMHoln JHK
YyesioBEeKa C UCNo/Ib30BaHWEM Habopa NepekpecTHbIX peaKLmi BbiiBEHO He H6blno.

10 Npepen obHapyeHna — 95%-0e MNONOXKUTENbHOE MOPOroBoe 3HayYeHWe KOHLUeHTpauuu (KoHueHtpauua AHK
BbIABNAEMOro BO36yauTens, npu Kotopoli 95% Tectos AatoT NONOXKUTENbHbIN pe3ynbTaT).
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9.3. Bocnpou3BoaMMOCTb U NOBTOPAEMOCTb U3MepeHUsa

Bocnpon3BoaMMOCTb M NMOBTOPAEMOCTb Pe3y/bTaToB C UCNOAb30BaHMEM Habopa OUEeHWBanM nytem
TEeCTMPOBaHMA MoZenbHbIX 06pasyoB. MogenbHble 06pasLbl 6bIIM NPUrOTOB/EHbI NYTEM KOHTaMUHaL MK
obpasuos nnasmol KpoBM CTAHAAPTHbLIM obpasuom npeanpuAatma, coaeprKawmm
WMCKYCCTBEHHO-CMHTe3npoBaHHyto [AHK HBV. Kaxabih obpaseu, npoxogus Bce 3Tanbl MUcCAea0BaHUs
(akcTpakuymio AHK, amnandurkauyuio AHK 1 aetekumto pesynbratos).

Mpn oueHKe NOBTOPAEMOCTU KO3GOUUMEHT Bapuaumm, pacCuMTaHHbIM MO pesy/ibTaTam onpegeneHus
noporosbix LMKaos (Ct), He npesbiwan 5 %.

Mpu oOueHKe BOCMPOM3BOAMMOCTM KO3POMUMEHT Bapuauum, pPacCYUTaHHbIA MO pesy/abTaTam
onpeaeneHuns Nnoporosbix LnKnos (Ct), He npesbiwan 10 %.

9.4. AvarHoctuueckasn CHELI,Md)M‘-IHOCTb n AnarHoCTtuvyeckana 4yBCctBUTENIbHOCTb

Ons onpegeneHma ANMArHOCTUYECKOW cneunduyHoOCTM M ANArHOCTUYECKOW YyBCTBUTENLHOCTM Habopa
«Amnaulpanm® HBV-TecT» 6b1an ncnosib3oBaHbl 824 06pa3L0B N1a3Mbl KPOBU.

B KauyecTBe Habopa CpaBHEHUs, C NOMOLLbIO KOTOPOro ycTaHaBAMBanu Hanuume/otcytctene AHK HBV
Mcnosb3oBascsa Habop peareHtos «Amnaunlpainm® HBV» (PY Ne P3H 2023/19472).

PesynbTtatbl TectpoBaHuAa Habopa «Amnaullpaiim® HBV-TecT» B cpaBHEHMM C HabOpomM cpaBHEHWUA
npuseaeHsl B Tabanye 17.
Tabavua 17

Pe3ynbTaTbl TECTUPOBAHMA 06pa3LLOB BMOIOrMYECKOro matepmasna c NOMoLblo Habopa
«Amnaulpaiim® HBV-tect»

Uccnepyemble 06pasubi Pe3ynbTaTbl TECTUPOBaAHMUA
Tectupyemblii Habop Habop cpaBHeHUA
Tun Konuuecrso O6pasupbl
Amnaulpanm® HBV-Tect Amnaulpaiim® HBV
MonoxunTenbHbIX 184 184
Mnasma kposu 824
OTpuuaTeNbHbIX 640 640

3HaYeHUs [MarHOCTUYecKom cneumMdUYHOCTU U AMArHOCTUYECKOM YyBCTBUTENBHOCTM Habopa
«Amnnulpaiim® HBV-TecT» ¢ 4OBEpPUTENBHON BEPOATHOCTbLIO 95 %, paccuMTaHHble, UCXO4A U3 NOAYYEHHbIX
OaHHbIX, NpuBeAeHbI B Tabanue 18.

Tabnnua 18
[varHocTnueckme xapakTepucTukm Habopa peareHToB «AmMnaulpaiim® HBV-tect»
Tun o6pasuyoB JAmarHocTuyecKkasa cneuupuyHoOCTb JAunarHocTuyeckan 4yBCTBUTE/IbHOCTb
Mnasma Kposu 100 % (99,43 % — 100 %) 100 % (98,02 % — 100 %)

9.5. OueHKa BAUAHUA UHTepPepupyIoLLUX BelecTs

BanaHMe WHTephEepUpyOWMX BELWECTB, MNOTEHUMAsbHO COAEPMKALUMXCA WAW  MPUCYTCTBYIOWMX B
nccnegyemom bromatepmnane, Ha appektmeHocTb MNLP npm ncnonbszosaHmm Habopa «Amnanlpanm® HBV-tecT»
oTcyTcTByeT. He BbiABAEHO MWHIMBMpPOBaHME peakuMu amnavouKkauum npu aobasneHnn K obpasuam
6vomaTeprana Ha 3Tane 3SKCTPaKUMKM WHTEpdEepupyIoLLMX BeLlecTs, NpeacTasieHHbiX B Tabauue 19, B
MaKCMMa/IbHO BO3MOKHOM KOHLIEHTpaLUuK.
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Tabnnua 19

NHTepdepupylowme BelecTsa, UCNONb30BaHHbIE NPU TECTUPOBAHUM Habopa

UHTepdepeHT
remornobuH
UMMYHOTrN06YMH G
NakTopeppuH
6unnpybuH
TpUrauLepuabl
anbbyMuH

OHK vyenoseka
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«Amnaulpaiim® HBV-tect»

KoHueHTpauusa nHtepdepeHTa B obpasue

200 mr/mn

16 mr/mn

1 mKr/mn

200 mr/mn
5000 — 30000 mr/mn
50000 — 60000 mr/mn

1x108 konuir/mn
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10. ycnosunAa XPAHEHUA, TPAHCMOPTUPOBAHUA U NPUMEHEHUA HABOPA

10.1. Cpok rogHoCTH

Cpok roaHoct Bcex ¢popM BbiNycka Habopa coctaBnser 12 mecaues OT AaTbl M3rotoBneHus. Mocne
BCKPbITUA peareHTbl UCMO/Ab30BaTb COMIACHO CPOKam, yKasaHHbiM B n.10.3. Habop c nCTeKWwMm CpoKOom
roOAHOCTU MPUMEHEHUIO HE MNOANEKUT.

10.2. TpaHcnopTupoBaHue

10.2.1. dopmbl BbiNycKka 1, 2, 3

Habop TpaHcnopTuMpoBaTb Npu TemnepaTtype OT MUHyC 24 Ao muHyc 16 °C Bcemu BUAAMM KPbITbIX
TPAHCMOPTHbLIX CPEeACTB B TEPMOKOHTEMHEpax C X/Jafo03/eMeHTaMW WAM B aBTopedpurKkepaTopax.
JonyckaeTcs TpaHcnopTUpoBaHue npu temnepartype ot 2 ao 8 °C He 6onee 5 cyTok.

Habop, TpaHCMOPTUPOBAHHbLIN C HAPYLIEHWEM YKa3aHHOro TEMMEPATYPHOIO PEXKMMA, MPUMEHEHUIO He
NOANEXMUT.

10.2.2. dopma BbinycKa 4

Habop TpaHcnopTMpoBaTb Npu Temnepatype oT 2 Ao 8 °C Bcemu BUAAMM KPbITbIX TPAHCMOPTHbIX CPeacTB
B TEPMOKOHTEMHEpPaX C XN1ag03/1eMeHTaMM UAn B asTopedpuKkepatopax. [Jlonyckaerca TpaHCNOpPTUPOBaHMe
npu Temnepatype ot 8 go 25 °C He bonee 3 cyToK.

He monyckaeTca 3amopakmBaHune peareHToB Habopa.

Habop, TPaHCNOPTUPOBAHHbIN C HapyLlEeHWEM YKa3aHHOIo TEMMNEPATYPHOTO PeXMMa, NPUMEHEHUIO He
NOANENKMT.

10.3. XpaHeHue

10.3.1. Popmbl BbinycKka 1, 2, 3

Habop xpaHWUTb NpU TemnepaType oT MUHYC 24 A0 MUHYC 16 °C B 3alLMLLEHHOM OT CBETa MecCTe B TeYeHune
BCEro cpoKa rogHocTu Habopa.

KoHTponbHble 06pasubi (MKO-2 HBV, BKO B 1 OKO) nocne pasmopo3Ku XpaHUTb Npu TemnepaTtype oT
2 oo 8 °C B TeueHue 6 mecaAueB. He fonycKkaeTcs NOBTOPHAs 3aMOPO3Ka KOHTPO/IbHbIX 06pasLoB. OcTanbHble
peareHTbl MOC/e BCKPbITUA XPAHWUTb B TEX Ke YCA0BMAX, YTO U OO0 BCKPbITUA. HEBCKpbITbIE N BCKPbITbiE
peareHTbl cTabuAbHbI B TEYEHWE CPOKA FOAHOCTM, YKA3aHHONO Ha STUKETKe, Npu CobA0AEHNN YKa3aHHbIX
YCNOBWIA XpaHeHUs. HeobxoAnmMo MMHUMMU3NMPOBATL BPeMa HaxoxaeHua Tagq noanmepasbl NPU KOMHATHOM
Temneparype.

PeaKkUWOHHaA cmecs, NPUroToB/sIEHHAA N3 peareHToB, XPaHEHUIO HE NOONEXUT.

Habop, XpaHMBLUMIACA C HAapYLIEHWEM YKa3aHHOrO PeXKMMa XpaHeHUA, MPUMEHEHMIO HE MOANEKMT.

10.3.2. ®opma BbinycKa 4

Habop 6epeyb OT Bnaru. XpaHutb npu Temnepatype ot 2 o 8 °C B 3alLMLEHHOM OT CBETa mecTe B
TeyeHMe BCero Cpoka rogHoctu Habopa. MNLUP-cmecb HBV Lyo xpaHUTb B NaKeTe C CUAMKarenem.

BoccTaHOB/IeHHbIE KOHTPO/IbHbIe 06pa3ubl (MKO-2 HBV Lyo, BKO B Lyo) xpaHuTb npu TemnepaTtype oT
2 po 8 °C He 6onee 3 mecaues.
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YnaKoBKy ¢ ainopunmsmpoBaHHbimm peareHtamm (MKO-2 HBV Lyo, BKO B Lyo) Heobxoanmo BCKpbIBaTb
HenocpeACcTBEHHO Nepes UX BOCCTaHOBAEHUEM.

PeareHTbl Noc/ie BCKPLITUA XPaHUTb B TEX KE YCI0BUAX, YTO U A0 BCKPbITUA. HEBCKPbLITbIE M BCKPbITbIE
peareHTbl (3@ WUCKNIOYEHMEM BOCCTAHOBJ/IEHHbIX) CTabUAbHbI B TEYEHME CPOKa roAHOCTM, YKa3aHHOro Ha
3TUKETKE, NPU COBNOAEHNN YKA3aHHbIX YCIOBUIM XpaHeHUs. He gonyckaeTca 3amopaykMBaHWe peareHToB
Habopa.

Habop, XpaHUBLUUICA C HApYLUEHNEM YKA3aHHOTO peXnMma XpaHeHUs, NPUMEHEHUIO HE NOAJIEKMUT.

11. TAPAHTUU NPOU3BOAUTENA

MpounsBoauTeNb rapaHTUPyeT COOTBETCTBME XapaKTepUCTUK Habopa TpeboBaHUAM, YKasaHHbIM B
TEXHUYECKOW W 3KCMIYaTaUMOHHOM [OKYMEHTaUuKu, B Te4YeHUe YKa3aHHOro CpoKa TroAHOCTU Npu
cobntoAeHNN BCceX YCNOBUN TPAHCMOPTUPOBAHMA, XPaHEHUS U MPUMEHEHUA.

Peknamauuun Ha KadyectBo Habopa «Amnaulpaiim® HBV-Tect» HanpasnATb B agpec NpousBOAUTENS
000 «Hekctbno»: 111394, r.MockBa, yn. MNonumepHas, 8 ctp. 2, Ten. (495) 620-08-73, e-mail:
info@nextbio.ru.

MpY BbIABNEHUN HEMKEeNaTeNbHbIX Peakuui Npu UCNonb30BaHUM Habopa, ¢akToB M 0OCTOATENLCTB,
CO3JatoWMX Yrpo3y KMU3HWM U 300POBbI0 rPaxKaaH U MeAMUMHCKMX pPaboTHMKOB npu obpaleHun wu
3KcnayaTauuMm Habopa, pekomeHAyeTcA HanpaBuUTb cooblieHMe No adpecy, yKasaHHOMY Bbille, U B
YNONHOMOYEHHYIO TFOCYAAPCTBEHHYIO pPeryivpylolyo opraHusauuio (B Poccuiickon  ®depepauymn  —
depepanbHaa cnyxba no Hagsopy B chepe 34paBOOXpaHEHWUA) B COOTBETCTBUM C  AENCTBYHOLLMM
3aKOHOAAaTe/IbCTBOM.

KoHcynbTaumio no pabote ¢ Habopom, a TaK:Ke Mo BOMPOCaM, KACatoLWMMCA KayecTBa Habopa, MOXKHO
NOAYYNTb NO KOHTAKTaM, YKasaHHbIM Ha odurumanbHOM caiite Mponssogutens: www.nextbio.ru.

Pemc%%gr_cugls? I%ng%bzcéﬂ;[l)asﬂamope 24
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12. CMMBO/JIbl, UCMOJIb3YEMBbBIE B JOKYMEHTALUU NPOU3BOAUTENA

REF

LOT

IVD

> B <

Homep no KaTtanory

Koa naptum

MeauvymHcKkoe nsagenve ana
AWNArHOCTUKMW in vitro

Cofep»KMMoro AoCTaToOUYHO ANs
nposeAeHNA N-KoAN4YecTsa
TectoB

Ob6paTtnTechb K MHCTPYKLUM NO
NPUMEHEHUIO

OcTtopoxkHo! ObpaTtuTecsh K
MHCTPYKLUMKU NO NPUMEHEHUIO

Pemc%%gr_cugls? I%Zl'g %bzcéfql)asﬂansope
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M3rotoBuTENb

[aTa nsrotosnenun

Mcnonb3oBaTb A0

TemnepaTypHbIN
AManasoH

He ponyckatb

nonagaHnAa CoOnHe4YHoro

CBETa

bepeub OT Bnarn
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KpaTKoe pykoBOACTBO
no npumeHeHuto Habopa peareHToB A4/15 BbISBIEHUS
[OHK Bupyca renatuTa B (HBV) meTogom nonnmepasHoi
LenHoOM peaKkumm ¢ AeTeKUmeln B pexmme

«peanbHoro BpemeHn» «Amnanlpaiim® HBV-tect»
no TY 21.20.23-206-09286667-2023

Ammullpaitm® HBV-Tect

dopma Bbinycka 1

2161-11

000 «Hekctbno», Poccus, 111394,
d r. Mocksa, yn. NonnmepHas, 4. 8, cTp. 2
Ten. (495) 620-08-73, e-mail: info@nextbio.ru
COCTAB
O6bem,
KomnoHeHT OnucaHue A Konunuecrso
MLUP-cmech Mpo3payHasn
HBV MUOKOCTb 0,6 2 npobupkm
Mpo3payHasn
Bydep C JKIIKOCTb 0,3 2 npobupKku
Taq Mpo3payHan 0,06 2 npo6MpKM
nonnvmepasa KMOKOCTb
MKo-2HBY | |1PO3paiHas 0,025 | 4 npo6upkm
UOKOCTb
BKO B Mpo3pasiHas 0,6 2 npobupKku
UOKOCTb
OKO fpospayinan 1,1 2 npobupKu
KMOKOCTb
K- fpospainan 0,3 2 NpobupKku
UOKOCTb

Habop peareHTOB paccynTaH Ha NpoBefEeHME UCCef0BaHMA
100 06pasyoB, BKAOYAA KOHTPOAM.

Bep Permotpagusd MH & Pocagpasragzope

www.nevacert.ru | info@nevacert.ru

BHUMAHMUE!

Mepen, MCMNO/Ib30BaHNEM Habopa peareHToB
HEeobX0AMMO O3HAaKOMMUTbCA C WHCTPYKUMEN MO ero
npumeHeHuto. MHCTPYKUMS pasmelleHa B 3/1EKTPOHHOM
Buae Ha oduumanbHom cante [powmsBoguTens:
www.nextbio.ru (ana ee nonyyeHns HeobxoamMm AOCTYnN
B MHTepHeT). MNeyaTHan BepcmA MHCTPYKLMKN JOCTYMNHA NO
3anpocy no tenedoHy (495) 620-08-73.

MATEPUAN ANA UCCNEAOBAHUA
v\ nnasma Kposu

KOMMJIEKTHOCTb

KomnoHeHT dopmar

Habop peareHTOB ¢dopma Bbinycka 1

MHCTpyKUMA no B 3/IEKTPOHHOM BMAE MO agpecy:

NPUMEHEHUIO www.nextbio.ru
MacnopT B 9/IEKTPOHHOM BUAE MO agpecy:
KayecTBa www.nextbio.ru
KpaTkoe
B BymayxkHOM Buae

PYKOBOACTBO
Komnnekt

o B bBymarkHom Buae
BKaAblLLEeN
XPAHEHUE

YcnoBua xpaHeHua Habopa

Habop xpaHuTb Npu TemnepaTtype oT—24 go— 16 °C B
3alLMLLEHHOM OT cBeTa mecTe. Heobxoaumo
MWHUMW3NPOBATb BPEMA HaxoXaeHus Tag nonmmepassl
npu KOMHaTHOM TemnepaTtype. KoHTpoabHble 06pa3Lbl
(MKO-2 HBV, BKO B 1 OKO) nocne pasamopo3Kun XpaHUTb
npu Temnepatype oT 2 go 8 °C B TeyeHne 6 mecaAues. He
[0MnycKaeTcA NOBTOPHAA 3aMOpPO3Ka KOHTPOJ/IbHbIX
ob6pasuos.


http://www.nextbio.ru/

SKCTPAKUMA AHK U3 UCCNEAYEMOIO MATEPUANIA

Ona skctpakumm OHK mcnonb3oBaTb Habopbl peareHTOB, peKoMeHA0BaHHble MNpousBoguTenem B UHCTPYKUMUW MO
npumeHeHnto Habopa «Amnaulpainm® HBV-tect». MNopsgok paboTtbl ¢ Habopamu gna akcTpakuum OHK cmoTpute B
WMHCTPYKLMM NO UX NMPUMEHEHMUIO.

BHUMAHME! Ona skcTpakumm n3 100 MK uccnegyemoro obpasia ncnosibyetca Komnaekt «Amnaunlpaim PUBO-npen», n3
200 unm 1000 mrn — «MarHolMpaim® YabTpay nnm apyrue Habopbl, PEKOMEHAYEMbIE B UHCTPYKLMM MO NPUMeHeHMIo Habopa.

BHUMAHMUE! PeareHT BKO B BHOCUTCA B Kaxayto NMPOBMPKY C UcciesyemMbiMU M KOHTPOJIbHbIMKU 06pasuamu (BKItoYas
NMOIOXKMUTE/NbHbIA M OTPUL,ATE/IbHBIN KOHTPON).

O6bembl peareHToB U Uccaegyemblx 06pasLOB, UCMOAb3yeMble MPU SKCTPaKuMn HK ¢ noMolLbio peKoMeHayemMbIx
HabopoB peareHTOB, YKa3aHbl B TabuLe HuKe.

Dob6asnsaembliii peareHT / 06paseLl,

Mpu aKkcTpakuum us 100 mkn obpasua

Uccnepyembie obpasubl 100 mkn B NpobupKn gnsa nccaeayembix ob6pasuos

BKO B 10 mkn B KaXKAyto NPobupKy

OKO 100 mkn B NpobupKy ana OKO (oTpruaTenbHOro KOHTPoA)
MKO-2 HBV 10 mkn + 90 mkn OKO B NpobupKy ana NMKO (NofoKUTeNbHOro KOHTPONA)
PeareHnT gna anoumn AHK 50! mkn B KaXKAyto NPo6MpKy

Mpu aKkcTpakuum us 200 mkn obpasua

Uccnepyembie obpasubl 200 mKkn B NpobupKn gnsa nccaeayembix ob6pasLos

BKO B 10 mKkn B KaXKayto NpobupKy

OKO 200 mKn B Npobupky ana OKO (oTpuuaTenbHOro KOHTPOAA)
MKO-2 HBV 10 mKkn + 190 mkn OKO B NpobupKy ansa NMKO (NoNoKUTeNbHOro KOHTPOA)
PeareHnT gna santoumn AHK 100 mkn B KaxKAayto NpobupKy

Mpu aKcTpakumum us 1000 mkn obpasua

Nccnepyemble obpasupl 1000 mkn B NPOBUPKM Ana nccnegyemoix 06pasuos

BKO B 10 mkn B KaxKAayto NpobupKy

OKO 1000 mKkn B NpobupKy ana OKO (oTpuuaTeNbHOro KOHTPoA)
MKO-2 HBV 10 mkn + 990 mkn OKO | B npobupky ansa NKO (NoNoKUTENbHOrO KOHTPONS)
PeareHT gna snoumn JHK 100 mkn B KaXkayto Npobupky

1 MNpn HeobxoAMMOCTH JOMYCKAETCA yBennyeHne o6bema anoumm 1o 90 MmKA.

Pernctpal MH e Pocagpasragzope
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AMMNNINGUKALMA C AETEKUUEN B PEXXUME «PEAIbHOTO BPEMEHW»

BHUMAHMUE! [ina BHeceHUs B NpobUpKn peareHToB, Nnpob AHK 1 KOHTPObHbIX 06Pa3LLOB MCNOAb30BaTb OAHOPA30BbIE
HAaKOHEYHMKN C GUNbTPaMMU.

1. PaccumTaTb 06bEMDI peareHTos, HEOGXO,EI,MMbIe Ana npurotosneHuA peaKLI,MOHHOﬁ CMmecH, cornacHo TaGﬂMLI,eZ

KomnoHeHT peaKuMOHHOI cmecH 06bem, MKn 0O603HaueHusn
MLUP-cmeco HBV 10*(N+1)
N — KonuuectBo amnanduumpyemblx 06pasuoB, BKAKOYAA
Bydep C 5*(N+1)
KOHTPON
Tag nonnmepasa 1*(N+1)

BHMUMAHMUE! B cnyyae NnpuroToBAeHMA PeakLMOHHOM CMECHU C MOMOLLbIO aBTOMATUYECKOW CTaHUMM CneaynTe yKasaHUAaAM
WMHCTPYKLMWN NO ee UCNOJIb30BAHUIO.

BHMMAHMUE! HeobxoaMmo MUHUMU3MPOBATb BPEMSA HaxoXaeHuA Tagq NoAnMMepasbl NP KOMHATHOM TeMmnepaType.
BHUMAHMUE! KomnoHeHTbl peakLMOHHOW CMecK CneayeT CMeLLMBaTb HEMOCPEACTBEHHO nepes nposeaeHnem MLUP.
BHUMAHMUE! Hencnonb30BaHHbIE OCTATKN PEAKLMOHHOM CMECU XPAaHEHUIO HE NOAIEKaT.

2. PasamoposnTb peareHTbl. Mepes cMelwMBaHMEM peareHTOB NepemellaTb COAEPKMMOE MPOOUMPOK C peareHTamu,
0CafNTb Kanau Ha BOpTeEKCe.

3. MpuUroToBUTH PEAKLMOHHYIO CMECb, 100aBNB KOMMNOHEHTbI B 06bemax, paccymTaHHbIX B n. 1. MNepemewatb cmechb U
0CaANTb Kanau Ha BOpTEKCe.

4. OT1obpaTb HeoHXO0AMMOE KONMYECTBO MPOBMPOK MAKN CTPUMNOB ANA NpoBeaeHua amnandukaummn AHK nccneayembix um
KOHTPO/IbHbIX 0b6pa3LoB. Bboibop npobupok ana amnanduKkaumm 3aBUCUT OT MUCMNOAb3yeMOro amnavdukaTopa ¢
CUCTEMOM AETEKLNN B pPeXXUME «peanbHOro BpemeHm».

5. BHecTV B nogrotoBneHHble NPOBUPKM peaKLMOHHYO CMecb M 06pasLybl COrnacHo Tabauue:

Dob6asnaemblii peareHT / obpaseLl,
BHecTn no 15 mkn
MpUroToBAEHHOW PeaKkLMOHHOM cMmecK B NPOBUPKN ANA UcCNeyeMbIX U KOHTPO/IbHbIX 06pa3L,oB
BHecTtu no 10 mKkn

BHUMAHMUE! N36eraTb nonagaHua copbeHTa B peakLMOHHYH CMECh.

Mpo6bl AHK, aKkcTparnpoBaHHOM 13
nccnepyemoro obpasua

Mpobbl, 3kcTparnposaHHoi ns OKO B NpobupKy ans obpasya OKO (oTpuuaTeNbHOro KOHTPOA SKCTPaAKLMK)

B NPOBUPKK Ana uccnegyembix o6pasuos

PeareHT K- B NPO6UpKy ana obpasua K— (oTpuuatenbHoro KoHTpons MLUP)

Mpobbl, akcTparnposaHHoi u3 NMKO-2 HBV | B npobupky gns obpasua MKO (NoNoKMUTeNbHOro KOHTPOA)

6. Mpwn py4yHOM aHanmse 3anporpammupoBaTb aMI'IﬂMdJVIKaTOp C cucTemoi AeTekuunn B pexXnmme «peasibHoro spemeHmn»
COrNnacCHO UHCTPYKUUK MO ero npuMeHeHUo ANnA BbINONTHEHNA CﬂEp,VIOUJ,El’I nporpammsol:

EauHana nporpamma amnanduKaumm u aetekummn ¢p1yopecL,eHTHOro CMrHana

Lukn Temnepartypa, °C Bpems JAeteKkuuna no KaHanam gna Konunuecrtso
¢nyopodopos LUKNOB
1 50 15 muH - 1
2 95 15 muH - 1
95 10c -
3 45
60 20c FAM, R6G?

2 [leTeKkumn curHana ans payopodopa R6G ocyliectBaseTCA No KaHaay AeTeKumu ana aHanorndHeix ¢ayopodopos HEX, JOE, Yellow, VIC.

Pernctpa MH e Pocagpasragzope
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MpumeyvaHua

1) PekomeHayemble napamMeTpbl 418 NPOrpaMmMMpPOBaHUA aMNANGUKATOPOB yKasaHbl BO BKAaApllle, Npuaaraemom K
Habopy.

2) B cnyyae, ecnm B ogHOM Npubope o4HOBPEMEHHO NPOBOAATCA TECTbI TONLKO ANA BbiABNeHUA AHK, MOXXHO yaanuTb us
yKa3aHHol nporpammsl nepsbii war (50 °C — 15 MUH) Ana SKOHOMUKN BPpEMEHN.

BHMUMAHMUE! MNpu ncnonb3zoBaHMM nporpammHoro obecnedveHus FRT Manager nporpammupoBaHue amnanduKkaTopa
YCTaHaB/IMBAETCA aBTOMATUYECKM.

7. lMepen NOCTAaHOBKOWM B aMn/iMPUKATOP NAAHLLIETHOrO TMMNa 0CaAMTb Kamn/in co CTEHOK NPOBUPOK Ha BOpPTEKCE.

8. YCcTaHOBUTb NPOBUPKM UK CTPUMDBI B AYEMKN peakuMOHHOro moaynsa npnbopa.

9. 3anycTuTb BbINOAHEHWE NPOrpaMmbl aMmnanPUKaLNKM C deTekunein GbayopecueHTHOro CUrHana CornacHoO MHCTPYKLUUM
Nno NPMMEHEHUIO UCMOJIb3yeMoro amnandukaTopa.

AHANN3, BbIMUCNIEHUE U UHTEPNPETALIAA PE3YJ/IbTATOB

BHUMAHME! MNpu pydyHom aHanmse obpaboTKy AaHHbIX (GAYOPECUEHTHbIX KPMBbIX), MOJMYYEHHbIX B MPOTrPaMMHOM
obecneyeHnn npubopa, ucnonblyemoro Ans nposedeHus MLUP c geTekuuen B peUMe «pPeasibHOro BPEMEHMUY,
NpPOBOAMTb COFIAaCHO UHCTPYKLMM MO €ro NPMMEHEHUI0. PeKomeHayemble napameTpbl 414 06paboTKM AaHHbIX YKa3aHbl
BO BK/1agpllle, NpuiaraeMom K Habopy.

AHanus, BblYMCNEHME U MHTEPNPETALMIO PE3Y/IbTaTOB MOMKHO NPOBOAMUTb:

- B aBTOMAaTMYECKOM pPEeXMmMe C  UCMNOoJib30BaHMEM nporpammHoro obecnevyeHms FRT  Manager
(OO0 «UNHTEpP/TabCepBUC», PoccuaA) coracHo pyKoOBOACTBY M0/1b30BaTeNA, BbiIOpaB METOAMKY, YKa3aHHYO BO BKAablLLE,
npuaaraeMmom K Habopy. PyKoBOACTBO Nosb30oBaTe A pasmeLleHo Ha oduumansHom caite 000 «UHTep/labCepBurC» Mo
agpecy: https://www.interlabservice.ru/service/frt/;

- B PYYHOM peXMMe C MOMOLLbIO NporpaMmHoro obecneuyeHus npubopa, ncnonbayemoro ansa nposegeHuns MUP c
OeTeKUuMnel B pexMme «peasibHoro BpeMeHU», COrTAaCHO MHCTPYKLIMM NO ero NPUMEHEHUIO U MHCTPYKLMK K Habopy.

Pernctpal MH e Pocagpasragzope
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KpaTKoe pykoBOACTBO

no nNpMmeHeHuto Habopa peareHTOB 415 BbIABAEHUA
[OHK Bupyca renatuTa B (HBV) meTogom nonnmepasHoi
LEenHOM peaKkLmn C AeTeKUMeln B pexmme
«peanbHoro BpemeHu» «Amnanlpaiim® HBV-tect»
no TY 21.20.23-206-09286667-2023

Ammullpaitm® HBV-Tect

dopma BbinycKa 2

P2161-12

000 «Hekctbno», Poccus, 111394,
d r. Mocksa, yn. NonnmepHas, 4. 8, cTp. 2
Ten. (495) 620-08-73, e-mail: info@nextbio.ru
COCTAB
O6bem,
KomnoHeHT OnucaHue A Konunuecrso
fpo3pasiHas 100 npobupok
MLUP-cmech UOKOCTb,
0,01 (12,5 cTpunos no
HBV packanaHa nog, 1
8 Npobupok)
napauH
Mpo3payHan
bydep D JKIZIKOCTb 0,6 2 npobupKun
Taq Mpo3payHan 0,06 2 npo6pKy
noavmepasa | KMUAKOCTb
MKo-2 HBy | NPO3paiHas 0,025 4 npoBupKm
UAKOCTb
BKO B fpospayinan 0,6 2 NpobMpPKK
UAKOCTb
OKO fpo3pasiHas 1,1 2 NpobupKun
XUAKOCTb
K- fpospainan 0,3 2 NPobBMpPKHK
XUIAKOCTb

Habop peareHTOB paccuuMTaH Ha NpoBefeHUe UccnefoBaHuUA
100 06pasy,oB, BKAOYAA KOHTPOAM.

1 Npobupku c ronybbim napadnHOM He UCMONb3YIOTCA.

Bep Permotpagusd MH & Pocagpasragzope
www.nevacert.ru | info@nevacert.ru

BHUMAHMUE!

Mepen, MCMNO/Ib30BaHNEM Habopa peareHToB
HEeobX0AMMO O3HAaKOMMUTbCA C WHCTPYKUMEN MO ero
npumeHeHuto. MHCTPYKUMS pasmelleHa B 3/1EKTPOHHOM
Buae Ha oduumanbHom cante [powmsBoguTens:
www.nextbio.ru (ana ee nonyyeHns HeobxoamMm AOCTYnN
B MHTepHeT). MNeyaTHan BepcmA MHCTPYKLMKN JOCTYMNHA NO
3anpocy no tenedoHy (495) 620-08-73.

MATEPUAN ANA UCCNEAOBAHUA
v\ nnasma Kposu

KOMMJIEKTHOCTb

KomnoHeHT dopmar

Habop peareHToB dopma BbInycka 2

MHCTpYKUMA no B 3/IEKTPOHHOM BMAE MO agpecy:

NPYUMEHEHUIO www.nextbio.ru
MacnopT B 9/IEKTPOHHOM BUAE MO agpecy:
KayecTBa www.nextbio.ru
KpaTtkoe
B bymaxkHOM Buae

PYKOBOACTBO
Komnnekt

N B bymaxkHOM Buae
BKaAblWEN
XPAHEHUE

YcnoBua xpaHeHua Habopa

Habop xpaHuTb npu TemnepaTtype oT—24 go— 16 °C B
3alLMLLEHHOM OT cBeTa mecTe. Heobxoaumo
MWHUMW3NPOBATb BPEMA HaxoXaeHus Tag nonmmepassbl
npu KOMHaTHOM TemnepaTtype. KoHTpoabHble 06pa3Lbl
(MKO-2 HBV, BKO B 1 OKO) nocne pasamopo3Kun XpaHUTb
npu Temnepatype ot 2 4o 8 °C B TedeHue 6 mecsues. He
[0MNycKaeTcA NOBTOPHAA 3aMOpPO3Ka KOHTPO/IbHbIX
obpasuos.


http://www.nextbio.ru/

SKCTPAKUMA AHK U3 UCCNEAYEMOIO MATEPUANA

Ona skctpakumm OHK ucnonb3osaTb Habopbl peareHTOB, PeKOMeHAOoBaHHble pon3BoauTENEeM B MHCTPYKLMM MO
npumeHeHunto Habopa «Amnaulpaiim® HBV-tect». MNopagoK pabotbl ¢ Habopamu gnsa akcTpakuum OHK cmotpute B
WHCTPYKLMM MO UX NPUMEHEHWIO.

BHUMAHME! [na skcTpakumm n3 100 mka nccnegyemoro obpasiia ncnosibsyetca Komnaekt «Amnaunlpainm PUBO-npeny», n3
200 nnun 1000 mkn — «MarHolparim® YabTpa» uam gpyrme Habopsbl, peKomeHayemble B UHCTPYKLMM MO NMPUMEHEHUIO Habopa.

BHMUMAHMUE! PeareHt BKO B BHOCMTCA B KarKayto NpobUPKY € MccnenyemMbiMn M KOHTPO/IbHbIMM 06pa3suamu (BKatoYan
NMOMIOXKMUTENbHbIA M OTPULATENbHBIN KOHTPON).

O6bembl peareHToB U Uccneayemblix 06pasLoB, UCNoNb3yemble NpU 3KCTPakuuu AHK ¢ nomolbio pekomeHayembix
HabopoB peareHTOB, YKasaHbl B Tabsnue HUxe.

Dob6asnsaembliii peareHT / 0bpaseLl,

Mpu aKcTpakuumu us 100 mkn o6pasua

Nccnepyemble obpasupl 100 mKkn B NPOBUPKM ana nccnegyemoix 06pasuos

BKO B 10 mkn B KaXKAyto NPobupKy

OKO 100 mKkn B NpobupKy ana OKO (oTpuuaTeNbHOro KOHTPOA)
MKO-2 HBV 10 mKkn + 90 mkn OKO B NpobupKy ana NMKO (NoNoKUTEeNbHOTO KOHTPOA)
PeareHnT gna anoumn AHK 502 MK~ B KaXKAyto NPo6MpKy

Mpu aKcTpakuum us 200 mkn obpasua

Uccnepyembie obpasubl 200 mKkn B NpobupKn gnsa nccaeayembix ob6pasuos

BKO B 10 mkn B KaXKAyto NPo6MpKy

OKO 200 mKn B NpobupKy ana OKO (oTpuuaTeNbHOro KOHTPoA)
MKO-2 HBV 10 mkn + 190 mkn OKO | B npobupky ansa NKO (NoN0KUTENbHOFO KOHTPONS)
PeareHnT gna santoumn AHK 100 mkn B KaxKAayto NpobupKy

Mpu aKcTpakuymum s 1000 mkn obpasua

Nccnepyemble obpasupl 1000 mkn B NPOBUPKK Ana nccnegyemoix 06pasuos

BKO B 10 mkn B KaxKAayto NpobupKy

OKO 1000 mKkn B Npobupky ana OKO (oTpuuatenbHOro KOHTPOAA)
MKO-2 HBV 10 mKkn + 990 mkn OKO B NpobupKy ansa NMKO (NonosKUTenbHOro KOHTPoA)
PeareHT gna snoumn JHK 100 mKkn B KaXkayto Npobupkry

2 NMpn HeobX0AMMOCTUN J0NYCKAETCA YBeMYeHUe 06bema anoumm 4o 90 MKA.

Pernctpal MH e Pocagpasragzope
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AMMNNINGUKALMA C AETEKUUEN B PEXXUME «PEAIbHOTO BPEMEHW»

BHUMAHMUE! [ina BHeceHUs B NpobupKu peareHTos, npob JHK 1 KOHTPObHbIX 06pPa3LLOB MCNOAb30BaTb OAHOPA30BbIe

HAKOHEYHMKN C GUNbTPAMM.

1. PaccumTaTb 06bEMDI peareHTos, HEOGXO,EI,MMbIe AnAa npurotosBneHmA peaI-(LI,MOHHOﬁ CMecCH, cornacHo Ta6ﬂMLI,eZ

KoMnoHeHT peakLMOHHOM cmecH 06bem, MKn 0O603HaueHusn
bydep D 10*(N+1) N — KonuuectBo amnanduumpyemblx 06pasuoB, BKAKOYAA
Taq nonumepasa 1*(N+1) KOHTPO/IN

BHMMAHMUE! HeobxoaMmo MUHUMMU3MPOBATb BPEMS HaxoXKaeHUsA Tag Noanmepasbl NPU KOMHATHOM TeMmnepaType.
BHMMAHMUE! KomnoHeHTbI peakLMOHHOM CMecu cnegyeT CMeLnBaTb HENOCPEACTBEHHO nepe, nposegeHmem MLUP.
BHUMAHMUE! Hencnosb30BaHHbIE OCTATKN PEAKLMOHHOM CMECKU XPaHEHUIO HE NOAIEeKaT.

2. Pasamoposntb bydep D. MNepes cmewnBaHMEM peareHTOB MepemellaTb COAEPKMMOE MPOBMPOK C peareHTamu,
0CaZnTb Kann Ha BOpTeEKcCe.

3. MpuUroToBUTH PEAKLMOHHYIO CMECb, A00aBNB KOMMNOHEHTbl B 06bemax, paccymTaHHbiX B n. 1. MNepemewatb cmechb U
0CagMTb Kan/m Ha BopTeKce.

4. OtobpaTb HEOHXOAMMOE KONIMYECTBO CTPMMNOBAHHbLIX NPobupokK c NLP-cmecbio HBV ana nposeaeHns amnandumkaumm
OHK nccneayemblix 1 KOHTPOJIbHBIX 06Pa3LLOB.

5. Yb6eauntbca, 4To napadmH NOAHOCTbIO NOKPbIBAET PACTBOP Ha AHE NPOBUPOK. B NpoTMBHOM cayyae, He UCMOb30BaThb
[aHHble NPOBUPKK.

6. BHecTV B NogrotoBneHHble NPOBUPKM PeaKLMOHHYO CMeCb M 06pasLybl COrNacHo Tabauue:

Do6asnaemblii peareHT / 06pasel,

BHecTtu no 10 mkn
B Npobupku ¢ MNUP-cmecbio HBV Ha noBepxHOCTb NapaduHa
MpPUroToBAEHHOM PeaKLMOHHOM CMecK BHUMAHMUE! PeakumoHHaa cMecb He [AOJI)KHAa MpPOBanMBaTbCA NOA
napaduH.
BHecTtu no 10 mkn

BHUMAHMUE! N36eraTb nonagaHua copbeHTa B peakLMOHHYH CMECh.

Mpo6bl AHK, akcTparnpoBaHHOM 13
nccnegyemoro obpasua

Mpobbl, 3KcTparnpoBaHHoi ns OKO B NPo6UpKy ana obpasua OKO (oTpmuaTenbHOro KOHTPO/IA SKCTPAKLUMK)

B NPOBUPKK ANa nccnegyembix 06pasuos

PeareHT K- B NPo6UpKy ana obpasua K— (oTpuuatenbHoro KoHTpons MLUP)

Mpobbl, akcTparuposaHHoi u3 MKO-2 HBV | B npobupky ans obpasua MKO (NoN0XKMUTeNbHOro KOHTPOIA)

7. Npu py4yHOM aHanM3e 3anporpaMmmnpoBaTb ammnaMUKATOP C CUCTEMON SETEKLMU B PEKMME «PeasibHOro BPEMEHMU»
COT/TAaCHO MHCTPYKLUM NO €ro MPUMEHEHMIO A1 BbINOJIHEHUSA Cleaytowel Mporpammsi:

EauHana nporpamma amnanduKaumm u aetekumm ¢payopecueHTHOro CMurHana

Lk Temneparypa, °C Bpems JleTeKuma no KaHanam ana Konunuecteo
! dnyopodopos LUKNOB
1 50 15 MmuH - 1
2 95 15 MmuH - 1
95 10c -
3 45
60 20c FAM, R6G3

3 letekumn curHana ans payopodopa R6G ocyliecTBaAseTCA No KaHaay AeTeKumu ana aHanornyHbelx ¢ayopodopos HEX, JOE, Yellow, VIC.
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MpumeyvaHua

1) PekomeHayemble napamMeTpbl 418 NPOrpaMmMMpPOBaHUA aMNANGUKATOPOB yKasaHbl BO BKAaApllle, Npuaaraemom K
Habopy.

2) B cnyyae, ecnm B oagHOM nNpubope o4HOBPEMEHHO NPOBOAATCA TECTbI TONbKO ANA BbiABNeHUA AHK, MoxXHOo yaanuTtb us
yKa3aHHol nporpammsl nepsbii war (50 °C — 15 MUH) Ana SKOHOMUKN BPpEMEHN.

BHMUMAHMUE! MNpu ncnonb3zoBaHMM nporpammHoro obecnedveHus FRT Manager nporpammupoBaHue amnanduKkaTopa
YCTaHaB/IMBAETCA aBTOMATUYECKM.

8. lMepea nNocTaHOBKOM B aMnindMKaToOp NAaHLWETHOro TMMNa 0CaAWTb Kanu co CTEHOK NPobupok Ha BopTeKce.

9. YCTaHOBUTb CTPUMbI B AYEMKM pPeaKLMOHHOro moaynsa npubopa.

10.3anycTuTb BbINOJIHEHWE NPOTrPAaMMbl aMNAMOUKALMM C AeTeKumnel GpayopecLLeHTHOrO CUrHaNa COrNacHO MHCTPYKLUK
Mo NPUMEHEHMIO NCMO/Ib3yeMOoro amnamduraTopa.

AHANN3, BbIMUCNIEHUE U UHTEPNPETALIAA PE3YJ/IbTATOB

BHUMAHME! MNpu pydyHom aHanmse obpaboTKy AaHHbIX (GAYOPECUEHTHbIX KPMBbIX), MOMYYEHHbIX B MPOrPamMmMHOM
obecneyeHnn npubopa, ucnonbsyemoro ans nposeaeHus MMLUP ¢ geTeKkuuein B pexunme «peasbHOro BPeMEeHU»,
NpPOBOAMTb COFIAaCHO UHCTPYKLMM MO €ro NPMMEHEHUI0. PeKomeHayemble napameTpbl 414 06paboTKM AaHHbIX YKa3aHbl
BO BK/1agpllle, NpuiaraeMom K Habopy.

AHanus, BblYMCNEHME U MHTEPNPETALMIO PE3Y/IbTaTOB MOMKHO NPOBOAMUTb:

- B aBTOMAaTMYECKOM pPEeXMmMe C  UCMNOoJib30BaHMEM nporpammHoro obecnevyeHms FRT  Manager
(OO0 «UNHTEpP/TabCepBUC», PoccuaA) coracHo pyKoOBOACTBY M0/1b30BaTeNA, BbiIOpaB METOAMKY, YKa3aHHYO BO BKAablLLE,
npuaaraeMmom K Habopy. PyKoBOACTBO Nosb30oBaTe A pasmeLleHo Ha oduumansHom caite 000 «UHTep/labCepBurC» Mo
agpecy: https://www.interlabservice.ru/service/frt/;

- B PYYHOM peXMMe C MOMOLLbIO NporpaMmHoro obecneuyeHus npubopa, ncnonbayemoro ansa nposegeHuns MUP c
OeTeKUuMnel B pexMme «peasibHoro BpeMeHU», COrTAaCHO MHCTPYKLIMM NO ero NPUMEHEHUIO U MHCTPYKLMK K Habopy.

Pernctpal MH e Pocagpasragzope
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KpaTKoe pykoBOACTBO

no npMmeHeHnto Habopa peareHTOB AN BbIABAEHNA
OHK Bupyca renatuta B (HBV) meToaom nonnmepasHoi
LEenHOM peaKkLmn C AeTeKUMeln B pexmme
«peanbHoro BpemeHu» «Amnanlpaiim® HBV-tect»
no TY 21.20.23-206-09286667-2023

Ammullpaitm® HBV-Tect

dopma Bbinycka 3

P2161-13

000 «Hekctbno», Poccus, 111394,
d r. Mocksa, ya. NonvmepHas, 4. 8, cTp. 2

Ten. (495) 620-08-73, e-mail: info@nextbio.ru

COCTAB

KomnoHeHT

MuUP-cmecb
HBV

bydep D

Taq
noanmmepasa

MKO-2 HBV
BKO B
OKO

K-

Ha60p peareHToB paccynTaH Ha nposegeHne nccnenoBaHuA

OnucaHue

Mpo3payHasn
KUOKOCTD,

paCKanaHa noa

napauH
Mpo3payHan
KMOKOCTb
Mpo3payHan
UOKOCTb
Mpo3payHan
UOKOCTb
Mpo3payHan
KMOKOCTb
Mpo3payHan
UOKOCTb
Mpo3payHan
UOKOCTb

O6bem,
mn

0,01

0,6
0,06
0,025
0,6
1,1

0,3

100 06pasyoB, BKAOYAA KOHTPOAM.

Bep Permotpagusd MH & Pocagpasragzope
www.nevacert.ru | info@nevacert.ru

Konunuectso

100 npobupok

2 npobupKun
2 NPobMpPKK
4 npobupKu
2 NpobMpPKK
2 NpobupKun

2 NPobMpPKHK

BHUMAHMUE!

Mepen, MCMNO/Ib30BaHNEM Habopa peareHToB
HEeobX0AMMO O3HAaKOMMUTbCA C WHCTPYKUMEN MO ero
npumeHeHuto. MHCTPYKUMS pasmelleHa B 3/1EKTPOHHOM
Buae Ha oduumanbHom cante [powmsBoguTens:
www.nextbio.ru (ana ee nonyyeHns HeobxoamMm AOCTYnN
B MHTepHeT). MNeyaTHan BepcmA MHCTPYKLMKN JOCTYMNHA NO
3anpocy no tenedoHy (495) 620-08-73.

MATEPUAN ANA UCCNEAOBAHUA
v\ nnasma Kposu

KOMMJIEKTHOCTb

KomnoHeHT dopmar

Habop peareHTOB ¢dopma Bbinycka 3

MHCTpyKUMA no B 3/IEKTPOHHOM BMAE MO agpecy:

NPUMEHEHUIO www.nextbio.ru
MacnopT B 9/IEKTPOHHOM BUAE MO agpecy:
KayecTBa www.nextbio.ru
KpaTkoe
B BymayxkHOM Buae

PYKOBOACTBO
Komnnekt

o B bBymarkHom Buae
BKaAblLLEeN
XPAHEHUE

YcnoBua xpaHeHua Habopa

Habop xpaHuTb Npu TemnepaTtype oT—24 go— 16 °C B
3alLMLLEHHOM OT cBeTa mecTe. Heobxoaumo
MWHUMW3NPOBATb BPEMA HaxoXaeHus Tag nonmmepassl
npu KOMHaTHOM TemnepaTtype. KoHTpoabHble 06pa3Lbl
(MKO-2 HBV, BKO B 1 OKO) nocne pasamopo3Kun XpaHUTb
npu Temnepatype ot 2 4o 8 °C B TedeHue 6 mecsues. He
[0MnycKaeTcA NOBTOPHAA 3aMOpPO3Ka KOHTPOJ/IbHbIX
ob6pasuos.


http://www.nextbio.ru/

SKCTPAKUMA AHK U3 UCCNEAYEMOIO MATEPUANIA

Ona skctpakumm OHK ucnonb3osaTb Habopbl peareHTOB, PeKOMeHAOoBaHHble pon3BoauTENEeM B MHCTPYKLMM MO
npumeHeHunto Habopa «Amnaulpaiim® HBV-tect». MNopagoK pabotbl ¢ Habopamu gnsa akcTpakuum OHK cmotpute B
WHCTPYKLMM MO UX NPUMEHEHWIO.

BHUMAHME! [na skcTpakumm n3 100 mka nccnegyemoro obpasiia ncnosibsyetca Komnaekt «Amnaunlpainm PUBO-npeny», n3
200 nnun 1000 mkn — «MarHolparim® YabTpa» uam gpyrme Habopsbl, peKomeHayemble B UHCTPYKLMM MO NMPUMEHEHUIO Habopa.

BHMUMAHMUE! PeareHt BKO B BHOCMTCA B KaxKayto NPOoBUPKY C MccaeayemMbiMU U KOHTPOAbHbIMU obpasuamu (BKatoyan
NMOMIOXKMUTENbHbIA M OTPULATENbHBIN KOHTPON).

O6bembl peareHToB U nUccneayembix 06pasLoB, UCMONb3yeMble NPU 3KCTpaKkuMu AHK ¢ nomoLlbio peKkomeHayembixX
HabopoB peareHTOB, YKasaHbl B Tabsnue HUxe.

Dob6asnsaembliii peareHT / 0bpaseLl,

Mpu aKcTpakuumu us 100 mkn o6pasua

Nccnepyemble obpasupl 100 mKkn B NPOBUPKM Ana nccnegyemoix 06pasuos

BKO B 10 mkn B KaXKAyto NPobupKy

OKO 100 mKkn B NpobupKy ana OKO (oTpuuaTeNbHOro KOHTPOA)
MKO-2 HBV 10 mKkn + 90 mkn OKO B NpobupKy ana NMKO (NoNoKUTEeNbHOTO KOHTPOAA)
PeareHnT gna anoumn AHK 50! mkn B KaXKAyto NPo6MpKy

Mpu aKcTpakuum us 200 mkn obpasua

Uccnepyembie obpasubl 200 mKkn B NpobupKn gnsa nccaeayembix ob6pasuos

BKO B 10 mkn B KaXKAyto NPo6MpKy

OKO 200 mKn B NpobupKy ana OKO (oTpruaTeNbHOro KOHTPOoA)
MKO-2 HBV 10 mkn + 190 mkn OKO | B npobupky ansa NMKO (NoNoKUTENbHOrO KOHTPONS)
PeareHnT gna santoumn AHK 100 mkn B KaxKAayto NpobupKy

Mpu aKcTpakummn us 1000 mkn obpasua

Nccnepyemble obpasupl 1000 mkn B NPOBUPKM Ana nccnegyemoix 06pasuos

BKO B 10 mkn B KaxKAayto NpobupKy

OKO 1000 mKkn B Npobupky ana OKO (oTpuuatenbHOro KOHTPOAA)
MKO-2 HBV 10 mKkn + 990 mkn OKO B NpobupKy ansa NMKO (NoNoKUTeNbHOro KOHTPOA)
PeareHT gna snoumn JHK 100 mKkn B KaXkayto Npobupkry

1 MNpn HeobxoAMMOCTH JOMYCKAETCA yBennyeHne o6bema anoumm 1o 90 MmKA.

Pernctpal MH e Pocagpasragzope
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AMMNNINGUKALMA C AETEKUUEN B PEXXUME «PEAIbHOTO BPEMEHW»

BHUMAHMUE! [ina BHeceHUs B NpobMpPKK peareHTos, Npob JHK 1 KOHTPObHbIX 06pa3LLOB MCNOAb30BaTb OAHOPA30BbIE

HAKOHEYHMKN C GUNbTPAMM.

1. PaccumTaTb 06bEMDI peareHTos, HEOGXO,EI,MMbIe AnAa npurotosBneHmA peaKLI,MOHHOﬁ CMecCH, cornacHo Ta6ﬂMLI,eZ

KoMnoHeHT peakLMOHHOM cmecH 06bem, MKn 0O603HaueHusn
bydep D 10*(N+1) N — KonuuectBo amnanduumpyemblx 06pasuoB, BKAKOYAA
Taq nonumepasa 1*(N+1) KOHTPO/IN

BHMMAHMUE! Heob6xoaMmo MUHUMU3MPOBATb BPEMSA HaxoXaeHUA Tagq nonmMepasbl NP KOMHATHOM TeMmnepaType.
BHMUMAHMUE! KomnoHeHTbI peakLMOHHOW CMecu cnegyeT CMeLnBaTb HeNoCcpeaCcTBEHHO nepes nposeaeHuem MLUP.
BHUMAHMUE! Hencnosb30BaHHbIE OCTATKN PEAKLMOHHOM CMECKU XPaHEHUIO HE NOAIEeKaT.

2. Pasmoposutb bydep D. MNepes cmellMBaHMEM peareHTOB MepemellaTb CoAepKMmoe MPobUpPoK C peareHTamu,
0CaZnTb Kann Ha BOpTeEKcCe.

3. MpuUroToBUTH PEAKLMOHHYIO CMECb, A00aBNB KOMMNOHEHTbl B 06bemax, paccymTaHHbiX B n. 1. MNepemewatb cmechb U
0CaZNTb Kanan Ha BOPTEKCeE.

4. Otobpatb HeobxogmMmoe KoauyectBo npobupok c MUP-cmecbto HBV pns nposegeHua amnanéukaumm AHK
nccaenyemMbix U KOHTPOJIbHbIX 06pasLLOB.

5. Y6eautbcs, 4To NnapaduH NOAHOCTHLIO NOKPbLIBAET PAcTBOP Ha AHEe NPobUpPOK. B NpoTUBHOM Cy4Yae, HE UCNO/b30BaTb
[aHHble NPOBUPKK.

6. BHecTM B NoAroToB/ieHHble NPOBUPKU peakUMOHHYIO CMeCb M 06pasLbl cornacHo Tabauue:

Do6aenaemblii peareHT / o6pasel

BHecTtu no 10 mkn
B Npo6upku ¢ MNLUP-cmecbto HBV Ha noBepxHOCTb NapadumHa
MpnroToBNEHHON peaKLUUOHHOM CMecH BHUMAHMUE! PeakumoHHaAa cCMecb He [AOJI)KHAa MpPOBanMBaTbCA NOA
napaduH.
BHecTtu no 10 mKkn
BHUMAHMUE! N36eraTb NnonagaHusa copbeHTa B peakLMOHHYH0 CMECh.

Mpo6bl AHK, akcTparnposaHHOM 13
nccnepyemoro obpasua

Mpobbl, 3KcTparnposBaHHoi ns OKO B NpobupKy ans obpasya OKO (oTpuuaTenbHOro KOHTPOIA SKCTPaAKLMK)

B NPOBUPKK Ana nccnegyembix 06pasuos

PeareHT K- B NPo6bUpKy ana obpasua K— (oTpuuatenbHoro KoHTpons MLUP)
Mpobbl, akcTparuposaHHoi u3 NMKO-2 HBV | B npobupky ans obpasua MKO (N0N0XKMTENbHOTO KOHTPOA)

7. Npu py4yHOM aHanM3e 3anNporpaMmmnpoBaTb amnaMUKATOP C CUCTEMON SETEKLMU B PEKMME «PeasibHOro BPEMEHMU»
COrNaCHO MHCTPYKLMM NO €ro MPUMEHEHMIO A1 BbINOJAHEHUA Cneaytowel Nporpammsi:

EauHana nporpamma amnanduKaumm u aetekumm ¢payopecueHTHOro CMrHana

Lk Temneparypa, °C Bpema [etekuma no KaHanam pgaa KonunuectBo
¢nyopodopos LUKNOB
1 50 15 muH - 1
2 95 15 muH - 1
95 10c -
3 45
60 20c FAM, R6G?

2 [leTeKkumn curHana ans payopodopa R6G ocyliectBaseTCA No KaHaay AeTeKumu ana aHanorndHeix ¢ayopodopos HEX, JOE, Yellow, VIC.
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MpumeyvaHua

1) PekomeHayemble napamMeTpbl 418 NPOrpaMmMMpPOBaHUA aMNANGUKATOPOB yKasaHbl BO BKAaApllle, Npuaaraemom K
Habopy.

2) B cnyyae, ecnm B oagHOM nNpubope o4HOBPEMEHHO NPOBOAATCA TECTbI TONbKO ANA BbiABNeHUA AHK, MoxXHOo yaanuTtb us
yKa3aHHol nporpammsl nepsbii war (50 °C — 15 MUH) Ana SKOHOMUKN BPpEMEHN.

BHMUMAHMUE! MNpu ncnonb3zoBaHMM nporpammHoro obecnedveHus FRT Manager nporpammupoBaHue amnanduKkaTopa
YCTaHaB/IMBAETCA aBTOMATUYECKM.

8. lMepea nNocTaHOBKOM B aMnindMKaToOp NAaHLWETHOro TMMNa 0CaAWTb Kanu co CTEHOK NPobupok Ha BopTeKce.

9. YCTaHOBUTbL NPOBUPKM B AYENKM PEAKLMOHHOTO Moayna npubopa.

10.3anycTuTb BbINOJIHEHWE NPOTrPAaMMbl aMNAMOUKALMM C AeTeKumnel GpayopecLLeHTHOrO CUrHaNa COrNacHO MHCTPYKLUK
Mo NPUMEHEHMIO NCMO/Ib3yeMOoro amnamduraTopa.

AHANN3, BbIMUCNIEHUE U UHTEPNPETALIAA PE3YJ/IbTATOB

BHUMAHME! MNpu pydyHom aHanmse obpaboTKy AaHHbIX (GAYOPECUEHTHbIX KPMBbIX), MOMYYEHHbIX B MPOrPamMmMHOM
obecneyeHnn npubopa, ucnonblyemoro Ans nposedeHus MLUP c geTekuuen B peUMe «pPeasibHOro BPEMEHMUY,
NpPOBOAMTb COFIACHO MHCTPYKLIMM MO €ro NPpMMEHEHUI0. PeKomeHayemble napameTpbl 419 06paboTKM AaHHbIX YKa3aHbl
BO BK/1agpllle, NpuiaraeMom K Habopy.

AHanus, BblYMCNEHME U MHTEPNPETALMIO PE3Y/IbTaTOB MOMKHO NPOBOAMUTb:

- B aBTOMATMYECKOM pPEeXMMe C  UCNO/Jib30BaHMEM MporpammHoro obecnedeHms FRT  Manager
(OO0 «UNHTEpP/TabCepBUC», PoccuaA) coracHo pyKoOBOACTBY M0/1b30BaTeNA, BbiIOpaB METOAMKY, YKa3aHHYO BO BKAablLLE,
npuaaraeMmom K Habopy. PyKoBOACTBO Nosb30oBaTe A pasmeLleHo Ha oduumansHom caite 000 «UHTep/labCepBurC» Mo
agpecy: https://www.interlabservice.ru/service/frt/;

- B PYYHOM peXMMe C MOMOLLbIO NporpaMmHoro obecneuyeHus npubopa, ncnonbayemoro ansa nposegeHuns MUP c
OeTeKUuMnel B pexMme «peasibHoro BpeMeHU», COrTAaCHO MHCTPYKLIMM NO ero NPUMEHEHUIO U MHCTPYKLMK K Habopy.
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KpaTKoe pykoBOACTBO
no npuMeHeHuto Habopa peareHToB 414 BbISBAEHMSA
OHK Bupyca renatuta B (HBV) meToaom nonnmepasHoi
LEenHOM peaKkLmn C AeTeKUMeln B pexmme

«peanbHoro BpemeHu» «Amnanlpaiim® HBV-tect»
no TY 21.20.23-206-09286667-2023

Ammullpaitm® HBV-Tect

dopma Bbinycka 4

2161-14

000 «Hekctbno», Poccus, 111394,
d r. Mocksa, ya. NonvmepHas, 4. 8, cTp. 2

Ten. (495) 620-08-73, e-mail: info@nextbio.ru

COCTAB
O6bem,

KomnoHeHT OnucaHue A Konunuecrso
MNLUP-cmech Nunodwnnmszar 96 npobupok
HBV Lyo 6enoro LgeTa ) (12 ctpunos no

8 Npobupok)
MKO-2 HBV Nnodunmzar
- 4 npobupkn
Lyo 6enoro ygeTa
Nnodunmzar
BKO B Lyo 6enoro seTa - 2 NpobMpPKK
OKO fpospainan 1,1 2 NPobMpPKHK
XKUOKOCTb
Pazbasutenn Mpo3pasiHas 1,2 2 NpobupKun
XKUOKOCTb

Habop peareHTOB paccuuMTaH Ha NpoBefAeHUe UccnefoBaHuUA
96 06pasLLOB, BKAOYAS KOHTPOJIN.

Bep Permotpagusd MH & Pocagpasragzope
www.nevacert.ru | info@nevacert.ru

BHUMAHMUE!

Mepen, MCMNO/Ib30BaHNEM Habopa peareHToB
HEeobX0AMMO O3HAaKOMMUTbCA C WHCTPYKUMEN MO ero
npumeHeHuto. MHCTPYKUMS pasmelleHa B 3/1EKTPOHHOM
Buae Ha oduumanbHom cante [powmsBoguTens:
www.nextbio.ru (ana ee nonyyeHns HeobxoamMm AOCTYnN
B MHTepHeT). MNeyaTHan BepcmA MHCTPYKLMKN JOCTYMNHA NO
3anpocy no tenedoHy (495) 620-08-73.

MATEPUAN ANA UCCNEAOBAHUA
v\ nnasma Kposu

KOMMJIEKTHOCTb

KomnoHeHT dopmar

Habop peareHTOB ¢dopma BbinycKa 4

MHCTpyKUMA no B 3/IEKTPOHHOM BMAE MO agpecy:

NPUMEHEHUIO www.nextbio.ru
MacnopT B 9/IEKTPOHHOM BUAE NO agpecy:
KayecTBa www.nextbio.ru
KpaTkoe
B bymaxkHOM Buae

PYKOBOACTBO
Komnnekt

o B bBymarkHom Buae
BKaAblLLEeN
XPAHEHUE

YcnoBua xpaHeHua Habopa

Habop 6epeyb OT BNRarn. XpaHuTb Npu TemnepaTtype ot 2
0o 8 °C B 3aWMLLEHHOM OT CBETa MecTe. BOCCTaHOBNEHHbIe
KOHTPOJIbHble 06pasupbl (MKO-2 HBV Lyo, BKO B Lyo)
XpaHUTb Npu TemnepaTtype oT 2 go 8 °C He bonee 3
mecaues. NLUP-cmecb HBV Lyo xpaHuUTb B NakeTe ¢
cUNMKarenem. YNakoBKy € TMOGUAN3MPOBAHHBIMU
peareHTamMmun Heo6X0AMMO BCKPbIBaTb HENOCPEACTBEHHO
nepeg nx BocctaHosneHnem. He gonyckaetca
3aMoparkMBaHMe peareHToB Habopa.


http://www.nextbio.ru/

SKCTPAKUMA AHK U3 UCCNEAYEMOIO MATEPUANIA

Ona skctpakumm OHK ucnonb3osaTb Habopbl peareHTOB, peKoMeHAOoBaHHble [pon3BOAMTENEM B UHCTPYKLMWU MO
npumeHeHunto Habopa «Amnaulpaiim® HBV-tect». MNopagoK pabotbl ¢ Habopamu gnsa akcTpakuum OHK cmotpute B
WHCTPYKLMM MO UX NPUMEHEHWIO.

BHUMAHME! [na skcTpakumm n3 100 mka nccnegyemoro obpasiia ncnosibsyetca Komnaekt «Amnaunlpainm PUBO-npeny», n3
200 unm 1000 mrn — «MarHolMpaim® YabTpay nnm apyrue Habopbl, PEKOMEHAYEMbIE B MHCTPYKLMM MO NPUMeHeHMIo Habopa.

BHMUMAHMUE! PeareHT BKO B Lyo BHOCUTCA B KaxKayto NPOBUPKY C MccnenyemMbiMu U KOHTPOIbHbIMM 06pasuamm (BKaoYan
NMOIOXKUTE/NbHbIA M OTPUL,ATE/IbHBIN KOHTPON).

BHUMAHMUE! PeareHtbl MKO-2 HBV Lyo 1 BKO B Lyo TpebytoT BoccTaHOBAEHMA.

[Ona BoccTaHOBNEHUA NUODUAN3NPOBAHHBLIX peareHToB HeobxoAumMo B MPO6MPKY ¢ nvoduamsatom Ao6asBuTb
PasbaBuTenb B 06beme, ykasaHHOM B Tabaimue HUXKe.

PeareHT Pa3baButenb, MKA
MKO-2 HBV Lyo 25
BKO B Lyo 600

O6bembl peareHTOB M UccaesyemMbix 06pasL OB, UCMOb3yemble NpW aKCTpaKummn AHK ¢ nomoLbio pekomeHayemblx
HabopoB peareHTOB, YKa3aHbl B TabuLe HUXKeE.

Do6asnaemblii peareHT / o6paseLl,

Mpu aKcTpakuum us 100 mkn obpasua

Uccnepyembie obpasubl 100 mkn B NpobupKn gnsa nccaeayembix ob6pasuos
BKO B Lyo (BoccTaHOBAEHHbIN) 10 mKn B KaxKAayto NpobumpKy
OKO 100 mkn B NpobupKy ana OKO (oTpuuaTeNbHOro KOHTPoA)

MKO-2 HBV Lyo (BoccTaHOBAEHHbIN) | 10 mkn + 90 mkn OKO | B npobupky ansa NKO (NonoKnTenbHOro KOHTPoNs)
PeareHT gna snoumn AHK 50! mKn B KaxKAayto NpobumpKy

Mpu aKkcTpakuum us 200 mkn obpasua

Uccnepyembie obpasubl 200 mKn B NPOBUPKM ana nccnegyemoix 06pasuos
BKO B Lyo (BoccTaHOBNEHHbIN) 10 mKn B KaXKAyto Npobupkry
OKO 200 mKn B Npobupky ana OKO (oTpuuaTenbHOro KOHTPOAA)

MKO-2 HBV Lyo (BoccTtaHoBNEHHbIN) | 10 mka + 190 mkn OKO | B npobupky ana MKO (Non0XnTeNbHOTo KOHTPOASA)
PeareHT gna anoumn AHK 100 mkn B KaXKAyto NPobuMpKy

Mpwu 3KcTpakumm us 1000 mka obpasua

Uccnepyemble 0bpasubl 1000 mKkn B NPOOMpPKM Ans ucciegyembix o06pasLos
BKO B Lyo (BoccTaHOBAEHHbIN) 10 mkn B Kaxayto NpobupKy
OKO 1000 mKn B NpobupKy ana OKO (oTpuuaTeNbHOro KOHTPOoA)

MKO-2 HBV Lyo (BoccTaHOBAEHHbIN) | 10 Mk + 990 mkn OKO | B npobupky ansa NMKO (NoNoKMTenbHOro KOHTPONS)

PeareHT gna snoumn AHK 100 mkn B Kaxayto NpobupKy

1 MNpn HeobxoAMMOCTH JOMYCKAETCA yBennyeHne o6bema anoumm 1o 90 MmKA.
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AMMNNINGUKALMA C AETEKUUEN B PEXXUME «PEAIbHOTO BPEMEHW»

BHUMAHMUE! [ina BHeceHUs B NpobupKu peareHTos, npob JHK 1 KOHTPObHbIX 06pPa3LLOB MCNOAb30BaTb OAHOPA30BbIe
HAKOHEYHMKN C GUNbTPaAMM.

1. OTobpatb HeobXoAMMOE KONMYECTBO CTPMMOBaAHHbLIX npobupok c MUP-cmecbto HBV Lyo ana nposeaeHus
amnandukaumm AHK nccnegyemblix U KOHTPONbHbIX 06pa3LoB.
2. BHectu B npobupku c NLP-cmecbio HBV Lyo 06pasubl cornacHo Tabanue:

Do6aBnsaemblii peareHT / o6paseLl,
BHectn no 20 mkn

BHUMAHMUE! N36eraTb nonagaHusa copbeHTa B peakLMOHHYI0 CMECH.

ggsS;&aﬂ,HK, 9KCTParMpoBaHHOWU 13 nccneayemoro & NPOBUPKY AR NCCNEAYEMbIX OBPA3LIOR

Mpo6bl, 3KCTPArMpoBaHHO 13 OKO B NPobupKy Ana obpasua OKO (oTpuLaTeNIbHOIroO KOHTPOAS

SKCTpaKLmm)
PasbasuTenb B NPobUpKy ana obpasua K— (oTpuuatenbHoro KoHTpons MLUP)
Mpobbl, akcTparnposaHHo 13 NMKO-2 HBV Lyo B NPobUpKy Ana obpasua MKO (NonoKMTENbHOTO KOHTPOSA)

3. Mpwu py4HOM aHanM3e 3anporpammmnpoBaTb amnaMdUKaTop C CUCTEMON AETEKUUUN B PEXKUME «PEasibHOro BpeMeHMU»
COrNaCHO MHCTPYKLMM MO ero NpMMeHEHUI0 1A BbINOJIHEHUA CneayiolLei Nporpammbl:

EauHana nporpamma amnanduKaumm u getekummn ¢p1yopecueHTHOro CMrHana

Lukn Temnepatypa, °C Bpems JeTteKkuma no KaHanam gna KonunuectBo
! dnyopodopos LUKNOB

50 15 muH - 1
95 15 muH - 1
95 10c -

3 45
60 20c FAM, R6G?

MpumeyaHua

1) PekomeHgyemble nNapameTpbl 414 NPOrpaMmmmpoBaHna amnaMdUKaTopoB yKasaHbl BO BKAaAbllle, NpUaaraeMom K
Habopy.

2) B cnyyae, ecnv B oAHOM Nprbope o4HOBPEMEHHO NPOBOAATCA TECTbI TONbKO AN BbifABAeHUa AHK, MOXKHO yaanuTb us
YKasaHHoI nporpammsl nepssbiit war (50 °C — 15 MMH) A1 SKOHOMUM BPEMEHMU.

BHMUMAHMUE! MNpu ncnonb3oBaHMm nporpammHoro obecnedveHns FRT Manager nporpammupoBaHue amnanduKkaTopa
YCTaHaB/MBAETCA aBTOMATUYECKMU.

4. lMepea NOCTaHOBKOM B aMnNandMKaTOP NAAHLWETHOrO TUMNa 0CaAWTb Kanau co CTEHOK Npobupok Ha BopTeKce.

5. YCTaHOBUWTb CTPUNbI B AYEMKM peaKkLMOHHOro moaynsa npubopa.

6. 3anycTuTb BbIMNOJHEHWE NPOrpaMmmbl aMNIUOUKALLMM C AeTekumen GayopecueHTHOro CUrHana CornacHoO MHCTPYKLUK
no NPUMEHEHMIO NCMO/b3YeMOro amnamdurkaTopa.

2 [leTeKkumn curHana ans payopodopa R6G ocyliectBaseTCA No KaHaay AeTeKumu ana aHanorndHeix ¢ayopodopos HEX, JOE, Yellow, VIC.
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AHANU3, BIYMUCNTEHUE U UHTEPMNPETALIUAA PE3Y/IbTATOB

BHUMAHMUE! lpn py4yHOM aHanm3e ob6paboTKy AaHHbIX (PAYyopecUEHTHbIX KPUBbLIX), MOJIYYEHHbIX B NPOrpammHOM
obecrneyeHnn npubopa, mMcnonblyemoro Ana nposedeHua MLUP ¢ geTekumeln B pexnme «peasbHOro BPEeMEHU»,
NPOBOAWTL COTNIACHO MHCTPYKLMM MO ero NpMMeHeHu 0. PekomeHayemble napameTpbl An8 06paboTKM AaHHbIX YKas3aHbl
BO BK/1agpllle, NpuiaraeMom K Habopy.

AHanu3, BblYUCNEHME U UHTEPNPETALUIO PE3Y/IbTAaTOB MOXHO NPOBOAUT:

- B aBTOMATMYECKOM peXMMe C  MUCMoAb30BaHMEM  NporpammHoro  obecneveHuss FRT  Manager
(OO0 «UNHTEpP/TabCepBUC», PoccuA) corfiacHO pyKOBOACTBY M0/1b30BaTeNA, BbiIOpaB METOAMKY, YKa3aHHYO BO BKAaAblLLE,
npuaaraemom K Habopy. PyKoBoACcTBO NONb30BaTeNsA pasmeLleHo Ha oduumnanbHom cainte OO0 «MHTep/labCepBurc» no
agpecy: https://www.interlabservice.ru/service/frt/;

- B PYYHOM peXxMme C NOMOLLbIO NporpaMmHoro obecneveHus npubopa, ucnonblyemoro gas nposegerua MUP ¢
[EeTeKUMEN B peXxume «peanbHOro BpeEMEHM», COFTACHO MHCTPYKLMKW MO ero NPUMEHEHUIO U MHCTPYKLMU K Habopy.
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