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CMUCOK COKPALLEHWIA U OBO3HAYEHUI

Ct — Cycle threshold (noporosbiii LMKA)

HCV — Hepatitis C virus

BKO —  BHYTPEHHMI KOHTPO/bHbIM 06paseL,

BO3 — BCeMMpHaa opraHM3auuna 34paBoOXpPaHEHNA
ME — MeXAyHapoaHble eAnHULbI

OHK —  [Ae30KCMPUDBOHYKIEMHOBAA KMUCAOTA
JHKaza —  [Ae30KcUpuboHyKNeasa

AHTO —  [Ae30KcupunboHyKkneoTnaTpudocdatsl

— KomnnemeHTapHas [AHK, nonyyaemas B peakumm obpaTHOM TpaHCKPUNLMUK Ha

KAHK maTpuue PHK

oT-nup — 0b6paTHasA TPaHCKPMNLUMA U NOAMMEpPA3Hasa LLenHan peakumsa
HK — HYK/JIEMHOBaA KUC/I0Ta

MNKO —  MONOXMUTE/IbHbIA KOHTPOIbHbIN 06pasel,

K- — oTpuuaTenbHbln KoHTpoab OT-MLUP

OKO — OTpuUATeNbHbI KOHTPOAbHbIM 0bpaseL, SKCTPaKL UK
MnupP — No/MmepasHan LenHaa peakuua

PHK — puBOHYKNEenHOBasA KUCOTa

PHKasza — puboHyKNeasa

Py — perucrpaumoHHoe yaocToBepeHue

TY — TexHUYecKue ycioBsua

yar — ypauun-AHK-rankosmnasa

HAUMMEHOBAHUE U3OENUA

Habop peareHToB ana BbiaBneHua PHK Bupyca renatuta C (HCV) metogom OT-MUP c petekuumeit B
penme «peanbHoro spemeHn» «Amnaulpaiim® HCV-tect» no TY 21.20.23-208-09286667-2023.

[Janee no tekcty ynoTpebnseTtca KpaTkoe HaumeHoBaHMe: Habop peareHTos «Amnnulpaiim® HCV-Ttect»,
a TaK¥Ke CoKpalleHne Habop peareHToB.
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1. HASHAYEHUE

1.1. Habop peareHtoB «Amnaulpaiim® HCV-TecT» npegHasHayeH ana BbiasneHus PHK Bupyca
renatuta C (HCV) B nnasme kposu metogom OT-MLP ¢ rmbpuamnsaumoHHO-GAYOPECLLEHTHON AeTekumnen
NPOAYKTOB aMNANPUKALMM B PEXUME KPEANTbHOTO BPEMEHU Y.

1.2. Marepuanom gns nposegenus OT-TNLP cay:aT npobbl PHK, akcTparnpoBaHHble U3 ncciegyemoro
maTepmana c NOMOLLbIO HABOPOB peareHToB, PEKOMEHLOBAHHbIX B Pa3aene MHCTPYKLMN «[lononHUTeNbHOE
obopyaoBaHMe U maTepuanbl».

1.3. ®yHKUMOHaNbHOe HasHayeHue: Habop peareHTOB NpeaHasHayeH ANS AMArHOCTMKWM in Vitro
(BbisiBneHune PHK Bupyca renatuta C (HCV) metogom OT-MLP B niasme Kposu).

1.4. ToKasaHMA K NpoBeAeHWI0 uccrenoBaHua: Habop peareHToB MCMONb3YETCA B K/JAMHUYECKOM
NlabopaTopHO ANArHOCTUKE ANA UCCNea0BaHMA Naa3Mbl KPOBU, NOJTYYEHHOM OT UL, C ANArHO30M BUPYCHbIN
renatut C (nocne NoNoXKUTE/NIbHOTO CepoJIorMYeckoro Tecrta), g8 ANArHOCTUKM BUpYcHoro renatuta C, a
TaKXe ANA CKPUHWUHIA U MOHUTOPUHra 3PGPEKTUBHOCTM NedveHma BUpycHoro renatuta C. Pe3synbTaTbl
MLUP-nccnefoBaHUA yunTbIBAOTCA B KOMMJIEKCHOW AMAarHoCTUKe 3aboneBaHums.

1.5. MpumeHeHne Habopa peareHTOB He 3aBUCUT OT NONY/IALMOHHBIX U Aemorpadryeckmx 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 Tabsmue 1 n 2 cooTBeTCTBEHHO). Bce dopmbl MpesHasHaueHbl A8 NPoBeAeHWA peakumMu obpaTHoW
TpaHcKkpunummn PHK 1 amnandukaumm OHK c rubpuamnsaumMoHHo-GAyopecUeHTHON AeTeKUuuen NpoayKToB
amnanduKaummn B pexkMme «peasibHoro BpemeHun». [na npoBeseHUs NoAHOIO UCCNeao0BaHMA HeobxoaMmo
MCcnonb3oBaTb Habopbl peareHTOB A/A 3KcTpaKumm HK, pekomeHAo0BaHHble B pasgene «JlononHuTenbHoe
obopyaoBaHMeE U MmaTepuanbly.

dopma BbinycKa 1 BKaovaeT cmecb ana nposeaeHuna OT-MNLUP B npobupke obbemom 1,5 nnn 2 mn ana
[031MpOoBaHUA B Atobble TUNbl Npobupok. Popma npeaHasHavyeHa ANA NPUMEHEHUA COBMECTHO C
amnandUKaTopaMm MNAHLWETHOr0O M POTOPHOFO TWMA M pacCYMTaHa Ha NpOBeAeHME UCCAefoBaHMA
100 06pa3yoB, BKAOYAsA KOHTposiM. Popma MOKeT ObiTb MCMOJIb30BaHa KaK ANA PYYHOW pacKanku, Tak U
COBMECTHO C aBTOMATUYECKUMM CTAHLIMAMM 1A NPUTOTOBAEHUA U AO3UPOBAHNA PEAKLLMOHHbIX CMECEN.

®dopma BbinycKa 2 BKAOYaeT cMmecb aa nposegenusa OT-MNLP, packanaHHyto nog, Npocaonky napaduHa
no cTpunoBaHHbIM (12,5 cTpunos no 8 npobupok) npobupkam ob6bemom 0,2 ma. Popma npesHasHayYeHa Ana
NPUMEHEHUA COBMECTHO C aMnAMOUKATOPaMM MNAAHLWETHOrO TUMA M paccyMTaHa Ha npoBefeHue
nccneposaHma 100 06pasLLoB, BKAKOYAA KOHTPON.
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dopma BbinycKa 3 BK/toYaeT cmecb Ana nposegeHua OT-MNLP, packanaHHyo noa Npoc/ionKy napaduHa
no npobupkam obbemom 0,2 ma. Popma NpeagHasHauYeHa 414 NPUMEHEHNA COBMECTHO C amninduKaTopamm
MNaHLWEeTHOro U POTOPHOrO TMMA M paccyMTaHa Ha nposeaeHue uccnegosaHma 100 o6pasuUEB, BKAKOYAs
KOHTpPOU.

dopma BbinycKa 4 BK/OYaeT AMOPUAN3NPOBAHHYO cmecb ansa nposeaeHnsa OT-MUP B cTpMnoBaHHbIX
npobupkax (12 ctpunos no 8 npobupok) obvemom 0,2 mn. dopma npegHasHayeHa ANA NMPUMEHEHMUA
COBMECTHO C aMMNAMPUKATOPAMM MNQHWETHOrO TMMAA W paccyMTaHa HA MpPOBeAEHME UCCAedO0BaHMA
96 06pa3LOB, BKAKOYAA KOHTPOJIN.

Tabnumua 1
CocTaB Habopa
PeareHT 06bem, mn Konunuectso OnucaHue
dopma Bbinycka 1
BydepHbIli pacTBop co cneumnpuryeckummn npammepamu,
MLP-cmecb HCV 0,6 2 npobupKun dNyopecueHTHO-MeYeHbIMM 30HAaMM U AHTO.
Mpo3payHan *KUOKOCTb.
BydepHbilt pacTBop, coaepKaLimnii MOHbI ABYXBASIEHTHOTO
bydep C 0,3 2 npobupKn MarHma.
Mpo3payHan }KMAKOCTb.
PeareHt TG 0,015 2 npoBupky BydepHbIli pacTBop, cogepkawmii 1-Tnornmuepon.
Mpo3payHasn *KUOKOCTb.
PactBop ¢ TepmoctabunbHoit JHK-nonvmepasoi Taq v ypaumn-
Taq nonnmepasa 0,06 2 npobupKun OHK-rnMkosmnason.
Mpo3payHan }KMAKOCTb.
Peseprasa R 0,015 2 npo6upKm bydepHbiit pactBop ¢ PHK-3asucumoin JHK-nonnmepasolii.
Mpo3payHan *KUOKOCTb.
NKO-2 HCV 0,025 4 npoBupKm MonoxnTenbHbI KOHTPO/IbHLIM 0bpased,
Mpo3payHan KUOKOCTb.
BKO B 0,6 2 NpoBupKH BHYTPEHHUI1 KOHTPOJIbHBIN 06pa3eLL.
Mpo3payHan KUAKOCTb.
OKO 11 2 npoBupKY OTpuLaTeNbHbIM KOHTPObHBIN 0bpa3seL.
Mpo3payHan KUOKOCTb.
K- 0,3 2 npo6UpKN OTpuLaTeNbHbI KOHTPONbHBIN 0b6pa3seL.
Mpo3payHan KUAKOCTb.
®dopma Bbinycka 2
100 npobupok | bydepHbIii pacTBOp co cneundpuueckummn npanmepamu,
MLP-cmech HCV 0,01 (12,5 ctpunos | ¢pnyopecLeHTHO-MeYeHbIMW 30HAaMN U AHTO.
no Mpo3payHan KUAKOCTb, packamnaHa B CTPMMNOBaHHble NPOBMpPKU
8 npobupok)! | nog napaduH 6enoro ugeTa.
BydepHbIli pacTBOp, coaepKalunili MOHbI ABYXBAJIEHTHOIO
bydep D 0,6 2 NpobMpPKK MarHus.
Mpo3payHan KMAKOCTb.
PeareHt TG 0,015 2 npoBupKH BydepHbIli pacTBop, cogepKawmnn 1-tuornnuepon.
Mpo3payHan KMAKOCTb.
PactBop ¢ TepmocTabunsHon AHK-nonnmepasoii Taq u ypaumn-
Taq nonnmepasa 0,06 2 NpobMpKK [OHK-rnnkosnnason.
Mpo3payHan KMAKOCTb.
Peseprasa R 0,015 2 npo6upKM BydepHsbili pactBop ¢ PHK-3aBucumoin AHK-noamepasoii.
Mpo3payHan KMAKOCTb.
MKO-2 HCV 0,025 4 npoBupKH MonoXKnTeNbHbIA KOHTPObHLIV 06pa3eL,.
Mpo3payHan KUAKOCTb.
BKO B 0,6 2 npoBupKH BHYTpEeHHUIM KOHTPOIbHbIV 06pa3eL,.
Mpo3payHan KMAKOCTb.
OKO 11 2 npoBupKH OTpuLaTeNbHbI KOHTPONbHBIN 0bpa3eL.
Mpo3payHan KUAKOCTb.
K- 0,3 2 NpoBupKH OTpuLaTenbHbI KOHTPO/IbHbIN 0bpaseLt.

Mpo3payHan XNAKOCTb.

! Mpobupku c ronybbim napaprMHOM He NCMOMb3YIOTCA.
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PeareHT

06bem, mn

Konunuectso

OnucaHue

dopma Bbinycka 3

BydepHbIli pacTBop co cneunduryeckumm nparimepamu,

MLP-cmecb HCV 0,01 100 npobupok | dayopecLeHTHO-MeYeHbIMM 30HAaMN U aHTO.
Mpo3payHan }KMAKOCTb, packanaHa nofa napaduH.
Bydep D 0,6 2 npoBupky BydepHbIli pacTBOp, MOHbI ABYXBASIEHTHOrO MarHUs.
Mpo3payHasn *XNAKOCTb.
PeareHT TG 0,015 2 NPOBUpPKM BydepHbili pacTBop, cogepKawmin 1-tuornnuepon.
Mpo3payHan }KMAKOCTb.
PacTtBop ¢ TepmocTabunbHoi AHK-noaMmepasoit Tag v ypaumn-
Taq nonnmepasa 0,06 2 npobupKu OHK-rnMkosmnason.
Mpo3payHasa *XNAKOCTb.
Peseprasa R 0,015 2 NPoBUpPKM BydepHsbiit pactBop ¢ PHK-3aBucumoit AHK-nonmmepasoli.
Mpo3payHan }KMAKOCTb.
NKO-2 HCV 0,025 4 npoBupKH MoNoKUTENBHBIV KOHTPO/IbHLIV 0bpased,
Mpo3payHasa *XNUAKOCTb.
BKO B 0,6 2 npo6UpKN BHYTpPEeHHUIN KOHTPOJIbHbIV 06pasel,
Mpo3payHas KMUAKOCTb.
OKO 11 2 npoBupKH OTpuLaTeNbHbIt KOHTPObHBIN 0bpa3eL.
Mpo3payHan }KMAKOCTb.
K- 0,3 2 npoBupKH OTpuLaTeNbHbIt KOHTPObHBIN 0bpa3eL.
Mpo3payHas KMUAKOCTb.
dopma Bbinycka 4
NnodpununsmnposaHHana MLP-cmecnb, cogeprkalan
96 npobupok | cneunduyeckme npaiimepsl, GayopecLeHTHO-MeYEHbIe 30HAbI,
MLP-cmecb HCV ) (12 cTpunos AHT®, noHbI ABYXBANEHTHOrO MarHusa, ypauun-AHK-
Lyo no 8 rAnKo3unasy, TepmoctabunoHyto AHK-nonmmepasy Taq,
npobupok) [OEKCTpaH, Tperanosy.
Ninodumnusar 6enoro ugera.
[KO-2 HCV Lyo ) 4 npoBupKH MoNoXKMUTENBHBIV KOHTPO/IbHLIV 0bpased,
Ninodunusar 6enoro ugera.
BKO B Lyo ) 2 npo6UpKN BHYTPEHHWI1 KOHTPOIbHBIN 06pa3eL,.
Nnodunusat 6enoro upeTa.
OKO 11 2 npoBupKm OTpuLaTeNbHbI KOHTPONbHBIN 0bpa3seL,.
Mpo3payHan KUAKOCTb.
Pactsop ana socctaHosneHua MNMKO-2 HCV Lyo, BKO B Lyo.
Pasbasutenb 1,2 2 npobupKun OTpuuaTenbHbI KOHTPO/IbHbIN 0bpaseL.

Mpo3payHasn KNAKOCTb.
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Tabnnua 2
KomnnekTHocTb Habopa

KomnoHeHT dopmar Konuuectso

Habop peareHToB (popma Bbinycka 1, 2, 3 unu 4) - 1

B 9/1IEKTPOHHOM BUAe? Ha odMLManbHOM
MHCTPYKUMA No npMmeHeHUo Habopa -

cavite MNMpounssoanutens: www.nextbio.ru

KpaTkoe pyKoBOACTBO N0 NpUMMeHeHuto Habopa B BymarkHom Buae 1

KomnnekT BKAaabllwein K Habopy B BymaxkHOM Buae 1

B 9/1IEKTPOHHOM BUAE Ha OCI)VILI,MalleOM
MacnopT KayecTBa o . -
caunTte Npownssoagutena: www.nextbio.ru

2.2. MpuHUMN metoaa

MpUHUMN TECTUPOBAHUA OCHOBAH Ha NPOBeAEeHMM 06pPaTHOM TPaHCKPUNUUK (cMHTe3e Mmosiekynbl KOHK
no monekyne PHK ¢ ncnonbsosaHvem pepmeHTa peBepTasbl) U nocaeayowen amnandukaumm parmeHTa
kKOQHK Bupyca renatuta C n BHyTpeHHero KOHTpoabHoro obpasua (BKO) npm nomowm cneumnduyHbIX K STUM
yyacTKam npanimeposB 1M depmeHTa Tag-nonmmepasbl. [eTekums npoayKkToB amnanduKaumm npomcxoaut
nytem namepeHuma GayopecueHTHOro CUrHana B PeXXMme «peasbHOro BpeMeHn» 3a CYET UCMOb30BaHUA B
COCTaBe pPEaKUMOHHOU cmecu  GyopecLeHTHO-MEUYEHbIX  OJIMFOHYKNeoTUAOB  (30HAOB).  30HAbI
rMopUAM3YIOTCA € KOMNAEMEHTAPHBIM YyYacTKOM amnanouumpyemont KAHK-muweHn, B pesynbtate yero
NPOUCXOAUT HapacTaHWe UHTEHCUMBHOCTM dayopecueHUnn. ITO NO3BONAET PErncTpmpoBaTb HaKoMAeHue
cneundmyeckoro NpoayKTa aMnanduKaumm nyTem nsmepeHmns MHTEHCMBHOCTM GyOpPECLEHTHOrO CUTHANA C
nomolbio amnamdukaTopa C CUCTEMOM AeTeKuMn GpayopecueHTHOro CUrHasa B peXMMe «peasibHoro
BpemeHm».

Habop coaep»uT cuctemy 3almTbl OT KOHTAMUHALLMK aMMIMKOHAaMK 3@ CYEeT NpUMeEHeHUA dpepmeHTa
ypaumn-AHK-rnukosmnnasel (YAr) u Tpudocdhata pgesokcuypuauHa. depment YOI pacnosHaeTr U
KaTanmsmpyet paspyweHne uenen [OHK, cogepkawmx pesokcnypmauH, Ho He [HK, cogepkalen
OE30KCUTUMUAMH. [Je30KcnypmuanH otcyTcTeyeT B npupogHoi AHK, Ho Bceraa npucyTcTBYeT B aMM/IMKOHAX,
NOCKONbKY TpudocdaT fe30KCUypUMANHA BXOAUT B cocTaB cmecn AHT® B peareHTax Ana amnanduKkaumu.
[e30KcnypmuanH genaet KOHTaMUHUPYIOWME aMNIMKOHbI BOCIPUUMUYMBBIMUK K PaspyLleHUo GepmMeHTOM
YOI po Hayana amnandukaumm OHK-muweHun, u, cneposaTesibHO, OHWM He MOryT ObiTb B Aa/ibHENLEM
amnamduumpoBaHbl.

depmeHT YT TepMmonabuneH n MHaKTUBUPYETCA NpU HarpeBaHuu Boiwe 50 °C 1 No3aTomy He paspyliaeT
aMMJIMKOHbI MULLEHW, HapabaTbiBaemble B npouecce MLUP.

Ha stane OT-MUP oaHoBpemMeHHO B oAHOW Npobupke amnandbuumpyroTca yyacTtok KAHK Bupyca
renatuta C (HCV) n uckyccTBEHHO CMHTE3MpPOBaHHaA nocaenosaTenbHOCcTb BKO. PesynbtaThl amnandukaumm
PEernucTpUpyoTCa No ABYM Pas/IMYHbIM KaHanam ¢yopecLeHTHONM geTeKumm (cm. Tabavuy 3).

Tabnunua 3
CootBetrcrBue HK-muweHel u KaHanoB ¢payopecL,eHTHOM AeTeKuun
Kanan ans ¢pnyopodopa FAM R6G?
HK-muweHb BKO PHK HCV

(sk30reHHbIN BKO)

MCKyCCTBEHHO CMHTE3MPOBAHHAA
nocnenoBaTtesibHOCTb

O6nactb amnandumKaumm 5 -UTR

2MeuaTHan BEPCUA MHCTPYKLIMM AOCTYNHA NO 3anpocy no TenedpoHy (495) 620-08-73.
3 NeTtekuma curHana ana payopodopa R6G ocyLLecTBAARTCA NO KaHany AeTeKUMmn Ana aHanormuHbix ¢ayopodopos HEX,
JOE, Yellow, VIC.
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2.3. TexHuuyecKoe 06cnyXMBaHUE U PEMOHT

Habop He NoANEKMUT TEXHUYECKOMY 0BCNYKNBAHUIO U PEMOHTY.

3. KOHTPO/J1b KAYECTBA

3.1. BHYTpeHHMI1 KOHTPO/Ib KauecTBa
3.1.1.01puuaTenbHblii U NONOXKUTE/NIbHbIA KOHTPOIN UCCNeA0BaAHNA

[Ons KOHTposAa Bcex 3TanoB MccnefoBaHWus, 3GGEKTUBHOCTU 3KcTpakuum PHK u oueHKu BaunsHuA
nHrmomtopos OT-MLUP npeaycmoTpeHo ucnonb3oBaHMe 3K3oreHHoro BKO —  uUCKyccTBeHHOM
PHK-copep:Kalleir KOHCTPYKLMM, KOTOpPas BHOCUTCA B Kaxkablid uccneayembii obpasel, buomartepuana,
OTPULATENbHbIN KOHTPO/IbHbIA 06pasel, 3Tana 3KCTPaKUMM M NONOKUTENbHbIA KOHTPO/IbHbIM 0bpasel,.
PesynbTatbl MccnegoBaHMA 06pasLOB AO0/KHbI COOTBETCTBOBATb 33aZaHHbIM KpPUTEPMAM BaJIMAHOCTY,
YyKasaHHbIM B pasgene «WMHTepnpeTauma pesynbtatoB». ECAM pesynbTaTbl TECTUPOBAHMA WUCCAeLyeMbIX
06pasuoB, nonydyeHHble ana BKO, He COOTBETCTBYIOT 3aZlaHHbIM KpUTEPUSAM BaJIMAHOCTU, YKa3aHHbIM B
pasgene «MHTepnpetauma pes3ynbTaToB», TO pe3ynbTaTbl UCCNeA0BaHMA AaHHbIX 0OpasyoB cyMTarOTCA
HeBaMAHbIMM, TPebyeTca NOBTOPUTbL UX aHA/IN3, HAUMHASA C 3Tana SKCTPAKLUUN.

OTpuuaTenbHbI KOHTPONbHbLIN 0bpasey, (OKO) TecTupyeTcs, HauyMHaA € 3Tana 3KCTPaKLMK, U NO3BONAET
KOHTPO/IMPOBATb BO3MOMHYKO KOHTAaMMHAUMIO ApyrMmu obpasuamy uam amnamkoHamu. B npobupke ¢
OTpULLATENbHbIM KOHTPOEM He O0/KHA geTekTnposaTtbca PHK HCV. B chyyae HecooTBETCTBMA pe3ynbTaTa,
MoNly4EHHOro A/ KOHTPO/IbHOrO 06pasua, 3a4aHHbIM KPUTEPUSAM BaIMAHOCTU, MONOKUTENbHbIE Pe3ynbTaTbl
Ananuccnegyembix 06pasLoB B NOCTaHOBKE CYMTAIOTCA HEAOCTOBEPHbBIMW, HEOBXO0AMMO NPEeLNPUHATL Mepbl Mo
BbIABJIEHUIO W NIMKBUMAALMN UCTOYHMKA KOHTAaMMHAUMM U MOBTOPUTb WUCC/IEAOBAHWE BCEX MCCAELYEMbIX
06pa3LoB, B KOTOpbIX 06HapyxKeHa PHK HCV, 1 oTpuuaTenbHOro KOHTPOJIA, HauMHas C 3Tana sKCTPaKLUUu.

OTpuuaTtenbHblt  KoHTposb OT-MUP (K-) Tectupyetca, HaumHaa ¢ 3tana MUP, v nosBonser
OONONHUTENIbHO  KOHTPO/IMPOBaTb BO3MOMKHYIO KOHTAMMHALMIO aMMAMKOHamu. B npobupke ¢
oTpuuaTtenbHoiMm KoHTponem OT-MUP He pomkHa petektmposatbcA PHK HCV wam BKO. B cnyvae
HEeCcoOTBEeTCTBMA pe3y/bTaTa, NOJYYEHHOrO A1 KOHTPO/IbHOrO 06pa3La 3aiaHHbIM KpUTEPUAM BaIUAHOCTY,
NOJIOXKUTE/IbHbIE Pe3ynbTaTbl AN UCCAedyeMblX 06pa3L0B B MOCTAaHOBKE CYMTAIOTCA HELOCTOBEPHbIMMU,
Heobxo4MMO NpeAnpUHATL Mepbl NO BbIABAEHUIO U JIMKBUAALMU UCTOYHMKA KOHTaMMHAUMKU U MOBTOPUTb
nccnefoBaHue Bcex 06pasLLoB, HaunHana ¢ atana OT-MLP.

B KayecTBe MO/OMKUTENbHOrO KOHTpOAsA ucnonb3yetcAa peareHT MKO-2 HCV (nam MKO-2 HCV Lyo),
BXOAAWMIM B COCTaB Habopa. B cnayyae HECOOTBETCTBMA PE3y/NbTATOB ANA MOJNOXKUTENIbBHOIO KOHTPO/A
33@aHHbIM KpPUTEPUAM BaNMAHOCTM, pe3ynbTaTbl AnA Bcex o06pasuoB B MNOCTAaHOBKE CUYMUTAOTCA
HeAOCTOBEPHbIMK, TPebyeTca MNOBTOPUTb MCCAeAOBaHME BCEX WcCaedyemblXx 006pa3yoB U KOHTPOSEN,
HayuHaA ¢ atana OT-MUP.

3.1.2. KoHTponb HrMbuposaHus

[nAa KOHTpONA BCeX 3TanoB uccnenosBaHua, 3GGEKTUBHOCTU 3KCTpakuum PHK M oueHKM BAMAHMA
nHrnbutopos TMLP npeaycmoTpeHo Wcnonb3oBaHMe 3K3oreHHoro BKO (peareHt BKO B), KoTopbiit
pobaBnaeTcA B KaKAbl uccnesyembli M KOHTPOJibHble 06pa3lbl Ha 3Tane 3KCTpaKkuuu. Pesynbratol
nccnepoBaHna BKO gomKHbI COOTBETCTBOBATb 3a4aHHbIM KPUTEPUAM BaAUAHOCTU ONA MONOKUTENbHbIX U
OTPULATENBHbBIX UCCaesyeMbix 06pa3LLOB, YKa3aHHbIM B pa3gene «MHTepnpeTauma pesyabratos». Ecam B
nccneayembix obpasuax He obHapyxeHa nocneaoBatenbHocTb BKO, To pe3ynbTaTbl MCCAeA0BaHMA AaHHbIX
06pa3L 0B CUMTAIOTCA HEAOCTOBEPHBIMU, TPEBYETCA NOBTOPUTL UX aHAIN3, HAUMHASA C 3Tana SKCTPaAKLMUW.
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3.1.3. MoHuUTOpUHT NnabopaTopum Ha HaAMUME KOHTaMMUHAL MU

PekomeHayeTcsa pa3 B mecAl, NPOBOANTb MOHUTOPUHT NabopaTopum Ha KOHTAaMMHALMIO MPOAYKTaMMU
amnandukaumm, uccnegyembiMm 06pasLammM, MNONOKUTENbHBIMU KOHTPOJIbHbIMK 0bpasuamu. OueHKa
HaMYMA/OTCYTCTBMA KOHTaMMHALUMM NPOBOAMTCA NMyTEM WCCAELOBAaHWA CMbIBOB C PAa3/INYHbIX OOBEKTOB:
nunetok, pabounx nosepxHocTei fnabopatopHoii mebenun, obopyaoBaHUA N NOBEPXHOCTEN MOMELLEHUN.
B3aTMe W wuccnegoBaHWe CMbIBOB  cnefyeT NPOBOAUTb  COMIAaCHO  Mpoueaype, OMNUCaHHOM B
MY 1.3.2569-09 «OpraHusauma paboTbl nabopaTopuii, MCNONBL3YIOWMX MeToAbl  amnandukaumm
HYK/JIEMHOBbLIX KUCNOT Mpu paboTe C MaTepuasom, COAEpPXAWMM MUKpoopraHuambel -1V rpynn
naToreHHoctTu». Mpu OGHAPYKEHUN KOHTAMMHAUUW HeobXxogMMo MpPoBecTM 06paboTKy nabopaTtopum
MOOLLUMN U 4e3UHOULMPYHOLLMMK PACTBOPAMM COTNACHO YKa3aHMAM, onmcaHHbIM B MY 1.3.2569-09. Takxke
ONA NpefoTBPaLLEHNA KOHTaMUHAUMM N1abopaTopmm UAK B KAYECTBE MeP MO AeKOHTaMUHauum paboumnx 30H
pekomeHAyeTCA UCNOoAb30BaTb PAcTBOP A/1A Ae3aKTUBALUM HYKNENHOBbLIX KUCNOT, Hanpumep, «Oanratop»
nponssoacTea OO0 «HeKcTtbno», Poccus.

3.2. PeKomeHayemble KOHTPOJIbHble MmaTepuanbl

B KauyecTBe KOHTPOJIbHbIX MaTeEPUANOB ANA NPOBEPKU 3aABAEHHbIX QYHKLMOHANbHbIX XapaKTepUCTUK
Habopa mMoryT 6bITb MCMO/Ib30BaHbl 3aPErMCTPMPOBAHHbIE Ha TeppuTopumn Poccuiickol Pepepaunn naHenm
KOHTPOAbHbIX 06pasLoB, NpegHa3HayeHHble ANA MNPOBeAEHUA BHYTPEHHEro M BHELWHEro KOHTponen
KayecTBa labopaTopHbIX UccnegoBaHUin No obHapyxeHuno PHK HCV.

4. OTPAHUYEHUNA METOOUKU UCCNNEAOBAHUA

4.1. Habop npumeHAeTCA TONbKO ANA AUarHOCTUKM in vitro.

4.2. Habop npegHasHauyeH gna paboTbl TONbKO C UCCAEAYEMbIM MaTepPUanoM, YKasaHHbIM B pasgene
«HasHaueHune». UccnepoBaHme apyrux BMAOB 6MON0rMYECKOro MaTepmana MoXKeT NMPUBECTU K NOAYYEHUIO
HeZ0CTOBEPHbIX PE3Y/bTaTOB.

4.3. TonyyeHWe  [OOCTOBEpPHbIX  pe3ynbTaToB  obecneymBaeTcs  BbiNoJHeHMeM  TpeboBaHWiA,
nNpeabaABAfeMbIX K B3ATMIO, TPAHCMOPTMPOBAHUIO, MOArOTOBKE M XpaHeHuo o06pasuoB MUCCNeLyemoro
maTtepuana (cm. pasgen «Mccneayemblint matepuan»).

4.4. C nomolublo Habopa Bo3moKHO MLP-uccnepgoBaHue TonbKo Npob PHK, aKcTparMpoBaHHbIX U3
nccaefyemoro matepmana COBMECTHO C BHYTPEHHMM KOHTPOJIbHbIM 06pa3uom — BKO B. Bes ncnonb3osaHua
BKO B HEBO3MOXHO NPOBECTU OLEHKY BaJIMAHOCTM NOCTAHOBKMU.

4.5. Habop npepgHasHayeH Ansa NpodpeccUoHaNbHOTO NpuMeHeHusa. Habop Lo/KeH MCNoNb30BaTbCs
TONbKO KBanUGULMPOBaHHbIM, 0ByYeHHbIM (B 061acTU KAMHMYECKOW NabopaTopHOW AMarHOCTUKM)
nepcoHanom (Bpauu KAMHMYECKOM nabopaTopum U MeaMUMHCKME NabopaTopHble TeXHWKWU, 06y4yeHHble
MONEKRYIAPHBbIM BUOOTMYECKUM METOAMKAM).

4.6. Mpu paboTe c Habopom cnesyeT UCNONb30BaTb TOIbKO amMMIMOUKATOPbI C CUCTEMOWN AETEKLUU
bAyopecLeHTHOro CMrHaia, XapakTePUCTUKM KOTOPbIX YA0BAETBOPAIOT TPe6OBaHMAM, YKa3aHHbIM B pasaene
«JononHutensHoe obopyaoBaHMe U MaTepUabl».
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5. MEPbI NPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. PaboTta pomkHa npoBoAMTbCA B NabopaTopuK, BbIMOJIHAIOWEN MOJIEKYNAPHO-OMONOrMYeckne
(MLP) nccnepoBaHMa BUONOrMYECKOro maTepuasna Ha Hanuune Bo3byantTenen MHGEKLMOHHbIX 6onesHen, ¢
cobnogeHnem TpebosaHmit CanluH 3.3686-21 «CaHuUTapHO-3NMAEMMOIOIMYEecKMe TpeboBaHMA No
npodunakTuke MHPEKUMOHHbIX 6onesHen» n CaHMnH 2.1.3684-21 «CaHWUTapHO-3NMAEMUONOINYECKUE
TpeboBaHMUSA K COAEPrKaHUIO TePPUTOPUI TOPOACKUX U CENbCKUX NOCENIEHUIA, K BOAHBIM 06BEKTaM, NUTbEBOM
BOAE W MNWUTbEBOMY BOAOCHAbXKeHUIO, aTmocdepHOMY BO3AYyXY, MOYBAM, KWUIbIM MOMELLEHUAM,
3KcnyaTauMm Npon3BOACTBEHHbIX, 0OLWECTBEHHbIX NOMELLEHWI, OpraHM3auumn 1 NPoBeAEHMIO CAHUTAPHO-
NPOTUBO3NMAEMUYECKUX (MPOPUNAKTUUECKUX) meponpuATMiA». B cootBeTctBun ¢ n. 4.4. MY 1.3.2569-09
«OpraHu3auus paboTbl 1abopaTopuii, UCNONb3YIOWMX MeTOoAbl aMMIAMPUKALUN HYKTIEMHOBbLIX KUCIOT Npwu
paboTe c MmaTepuasoM, CcoAeprKallMM MUKpoopraHuambl |—IV rpynn naToreHHocTU» AoMnycKaeTca
nposefieHMe UccneaoBaHU  buosornyeckoro matepuana (6e3  npeaBapuTENbHOrO  HaKOMAEHUSA
Bo36byauTens) Ha Hannume AHK (PHK) Bo3byanteneit napeHTepanbHbIX BUPYCHbIX renaTuTos B n1abopaTopuu,
MMeIoLE CaHMTapHO-3NUAEMMONOIMYECKOE 3aKIIOYEHWE O BO3MOXHOCTM NpoBeAeHWs paboT ¢
Bo3byautenamu llI-IV rpynnbl natoreHHocTU. MaTtepuan ana uccaegoBaHUin NOANEKUT NpeaBapuTesibHoOM
06paboTKe B COOTBETCTBMU C METOAMYECKMMM YKaszaHuamm MY 1.3.2569-09.

5.2. Mpwu pabote HeobxoaMmo Bcerga BbiNoAHATL cieaytoume TpeboBaHus:

- MpumeHATb Habop CTPOro NO Ha3HaYeHUIO B COOTBETCTBUM C AaHHOMN UHCTPYKUMEH. OTKIOHEHWe OT
MPONUCaHHbIX NpoLeayp M NOPAAKa AEUCTBUA MOXKET NPUBECTM K NOYYEHWNIO HEAOCTOBEPHbIX Pe3y/1bTaToB
aHanusa.

- JlabopaTopHbI npouecc [oMKeH ObiTb OA4HOHanpaBAeHHbIM. AHanW3 cieayeT NPOBOAMTL B
OTAENbHbIX MoMelleHusax (30Hax) B cootBeTctBMM ¢ MY 1.3.2569-09. He Bo3Bpawartb o06pasupl,
obopyaoBaHMe 1 peareHTbl B 30HY, B KOTOpOW Bblna NpoBeAeHa NpeablayLias cTagma npouecca.

- PaccmatpuBatb uccnegyemble 06pasubl Kak MHPEKLMOHHO-OMAacHble, OpraHW3oBbIBaTb paboTty u
XpaHeHwue B cooTBeTcTBMM € CaHlMnH 3.3686-21.

- Y6upatb U ge3snHOULMpPoBaTL pPasanTble 06pasubl AW peareHTbl, UCNOMb3yA Ae3nHbuumnpytowme
cpeacTsa B cootBeTcTBMM ¢ CaHlMnH 3.3686-21.

- YpanAtb HEUCNO/b30BaHHbIE pPeareHTbl, peareHTbl C WCTEKWMM CPOKOM TOOHOCTM, a TaKKe
MCNONb30BaHHbIE peareHTbl, ynakoBKy?, 6Monormueckmnii matepuan’®, BKAoYas MaTepumasbl, UHCTPYMEHTbI 1
npegmeTbl, 3arpAsHeHHble OMONOrMYEeCKMM  MaTepuasiom, B  COOTBETCTBUM C  TpeboBaHMAMMK
CanlunH 2.1.3684-21.

BHUMAHMUE! MNpu yaaneHum oTxodoB nocsie amnandukaumm (npobupok, coaepkalmx npoayktbl MLP)
HeAoNyCTUMO OTKpbIBaHWE NPOBUPOK M Pa3bpbi3rMBaHNE COA4EPKMMOTO, MOCKO/IbKY 3TO MOXKET NMPUBECTU K
KOHTamMMHauuu npoayktamu MLP nabopatopHon 30HbI, 060pyA0BaHMA U peareHToB.

- Mcnonb3oBaTb M MeHATb MPU KaxKaon onepaumyM 04HOPA30Bble HAKOHEYHUKWU A1 aBTOMaTUYECKMX
Ao3atopoB ¢ ¢ouabTpom. OQHOPA30BYIO NAACTUKOBYIO nocyay (MpobupKWM, HaKOHeYyHMKM) Heobxoaumo
cbpacbiBaTb B CNeLManbHbIA KOHTEMHEp, CoAepMKaLLMit Ae3uHMLMpYIoLLEe CPEACTBO, KOTOPOE MOKET bbiTh
MCNo/b30BaHO Ana 06e33apaxknMBaHMA MeaULNHCKUX OTXO40B.

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_culgs? I%ng%bzcéﬂ;[l)asﬂansope 10
www.nevacert.ru | info@nevacert.ru



- Ha6op npeagHasHayeH AnAa oAHOKPATHONo NnpumMmeHeHnAa anAa nposegeHnAa nccnegoBaHMA yKasaHHOro

KonnyectBa 06pasLoB (cm. pasaen « Popmbl BbiNyCKa, COCTAB U KOMMIEKTHOCTb»).

- K pabote c Habopom [onycKaeTcs TOIbKO NePCoHan, 0byYeHHbI MeToAaM MONEKYNSPHON AMArHOCTUKM
1 Npasunam paboTbl B KAMHUKO-AMArHOCTUYECKOM 1abopaTopum B YCTAHOBNEHHOM NMOpsAKe (B COOTBETCTBUM C
TpeboBaHMamM CaHlMuH 3.3686-21).

- He ucnonb3oBaTtb H860p, €C/IN HapyuweHa BHYTPEeHHAA ynakKoBKa WU BHELUHWUM BUA peareHTta He
COOTBETCTBYET ONNCAHULIO.

- He ncnonb3oBaTtb Habop, ecan He cobaANNCL YCIOBUA TPAHCMOPTUPOBAHMA U XPAaHEHUS COMNAcHO
WHCTPYKLMMW.

- He cmewmBaTb peareHTbl pasHbIX CEpUiA.
- He ucnonb3oBaTb Habop NO UCTEYEHUM CPOKA FOAHOCTH.

- Mcnonb3oBaTb 04HOPA30Bble HEONYAPEHHbIE NEpPYaTKM, NabopaTopHble XanaThbl, 3aLWMLLATL I1a3a BO
Bpems paboTbl c 06pasuaMm 1 peareHTamu. TLLaTeNbHO BbIMbITb PYKM NO OKOHYaHMM paboTbl. Bce onepaunu
NPOBOAATCA TONbKO B NEPUYATKaxX AN UCKNOYEHNA KOHTAKTa C OpraHM3MOM Ye/0BeKa.

- He ecTb, He NUTb N He KypUTb B NPOLECCE UCMNONb30BaHMA Habopa. M3beraTb KOHTaKTa peareHToB ¢
KOXeMl, rnasamu un camsucton obonovkon. He rnorathb.

- lpn KOHTaKTe HemMegNeHHO MPOMbITb MOpPa*KeHHoe MecTo 60NbWNM KOZIMYECTBOM BOAblI U Npun
N1I0XOM CamMoO4yBCTBUU O6paTMTbCﬂ 3a Mep,MLI,MHCKOﬁ nomouwlbto. lNpn nonagaHUM BHYTPb pPBOTY He
BblI3blBATb, MPOMOJIOCKATb POT BOAOVI, O6paTMTbCﬂ K Bpayy npu nJ10Xom CaMmo4vyBCTBUNU.

5.3. Mpu WCNONb30BaHMM MO  HA3HAYEHUIO U COOMOAEHUM  BbILEMNEPEUUCNIEHHBIX  Mep
NpefoCTOPOXKHOCTM Habop 6e3sonaceH. PeareHTbl Habopa (Kpome Taq nonumepasbl, PeareHta TG u
PasbaBuTensa) cogepXaT HaTpusA asuh B KOHUEHTpauunm He 6onee 0,1% M COOTBETCTBEHHO He
KnaccuduumMpytoTcs Kak onacHble U He TpebytoT cobatoaeHUsA cnewmanbHbIX Mep NPeaOCTOPOXKHOCTU, Kpome
YKa3aHHbIX B J@HHOM paszene.

PeareHT TG cogepXuT 1-TUOFNMLEPON B KOHUEHTpauum He 6onee 1% WM COOTBETCTBEHHO He
KnaccuduumpyeTca Kak onacHbli U He TpebyeT cobaoaeHna cneumanbHbiX Mep NPeaoCTOPOXKHOCTU, Kpome
yKa3aHHbIX B JAHHOM pasgesne.

5.4. Cneumnduryeckne Bosaenctemna Habopa Ha opraHM3m YesoBeKa:
- KaHugeporeHHbIl apdeKT oTcyTCTBYET.
- MyTareHHoe aeincTBue oTcyTCTBYET.

- PenpOAYKTI/IBHaﬂ TOKCUYHOCTb OTCYTCTBYET.
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6. AONO/THUTE/IbHOE OBOPYAOBAHUE U MATEPUA/bI

6.1. Bs3aTue u npeaBapuTenbHas 06paboTka uccnepyemoro matepuana

B3aTue u npeaBapuTenbHyto 06paboTKy Ucciegyemoro matepuana npoBoautb cornacHo MY 1.3.2569-09.

6.2. IKcrpakuma PHK n3 uccnegyembix o6pasuos

6.2.1. Habop peareHTOB p[As 3KCTPAKUMU HYKNEMHOBbLIX KWUCAOT, 3aPErncTpupoBaHHbIil B PO 1
COOTBETCTBYIOLLMIA CAeayoWUM TpeboBaHNAM:

- Habop nossonseT BblaenaTb HK 13 buonoruyeckoro matepmana (nnasma Kposu) U AnsA NocneayoLLero
nccnenoBaHna metogom OT-MLLP;

- Habop He OTHOCUTCA K IKCNpecc-meToaam 3KcTpakumm HK;
- Habop no3BosseT uccaenosatb 0bpasubl o6bemom He meHee 100 MK,
- Habop No3BOAAET NPOBOAUTbL 3NHOLMI0 oUnLLLeHHON HK B 06beme He meHee 50 MKA.

B xode npoBeAeHWA KAMHMYECKMX WCMbITaHUI Banngaumilo npownn «MardoMpainm® Yabtpa»
(PY Ne P3H 2023/19437) u «Amnaulpaiim PUBEO-npen» (PY Ne ®CP 2012/14017).

6.2.2. [lononHUTeNbHble MaTepuanbl U obopyaoBaHue, HeobxoauMble ANA SKCTPakuuu HK, — cornacHo
MHCTPYKLMM K Habopy peareHToB AnsA sKCTpakumm HK.

6.3. O6paTHaAa TpaHCKpUNuUMa, amnanduKauma, geTeKuma NpoayKToB amnandukauum,
aHann3 U MHTEpNpPeTaLMA pesy/bTaTos

6.3.1. OgHOpa3oBbie NOAUNPONUAEHOBbIE NPOBUpPKK, cBoboaHble oT [IHKa3/PHKas, cneayowmx Buaos
(npn ncnonbzosaHUn GopMbl BbiMycKa 1):

- TOHKOCTeHHble Npobupkn ana NLUP o6bemom 0,2 mA ¢ BbINYKAOM UAM NJOCKOW ONTUYECKM NPO3padHOi
KpbILWKON nam npobupkmn ob6bemom 0,2 M B CTPMNax No 8 LWT. C NPO3PaYHbIMM KPbILLKaMKU — A1A NPOBeAeHUA
MLUP npu ncnonb3oBaHUM Npubopa NAaHLETHOro TMna;

- TOHKOCTeHHble nNpobupku ana MNUP ob6bemom 0,2 M C NAOCKOM KpbIWKOM nan npobupkm ana MLP
ob6bemom 0,1 mn B cTpunax no 4 Wr. ¢ KpblWwWKamn — ana nposegenunsa MNUP npu ncnonbsosaHmm npubopa
POTOPHOrO TMNa.

6.3.2. 3aBMHUYMBAIOLLMECA NPOOBMPKM U KPbILLIKK K HUM MAK NJIOTHO 3aKpblBaloLLMeca NPobupKkmn ob6bemom
1,5 - 2 Mn — g8 NpUroTOBAEHMA PEAKLMOHHOM cMecu (MpY Ucnonb3oBaHUKM Gopmbl BbiNycKa 1, 2 uam 3).

6.3.3. OgHOpa30Bble HaKOHEYHUKHM, cBoboaHble oT [IHKa3/PHKas, ana go3atopos nepemeHHOro obbema
¢ punbtpom go 100 mkn.

6.3.4. Wtatuebl gns npobupok obvemom 0,2 mn mam 0,1 mn (B COOTBETCTBMM C WCNOJIb3YyEMbIMU
npobupkamu ans MNLUP).

6.3.5. boKc abaKTepuanbHo Bo3aywHon cpeapl (MLP-60Kc).

6.3.6. LleHTpudyra-BopTeKc.

6.3.7. ABTOMaTMYeCKMe A03aTOPbl NepeMeHHOro obbema.

6.3.8. CTaHUMA aBTOMaTMYECKan C MOAyNeM A/ NPUrOTOBNEHWA M PACcKanKu peaKkLMOHHbIX CMecei u
KOMIM/IEKT PAacXOAHbIX MATepuasoB K Hell COrfacHO MHCTPYKuuu MponsBoauTens, - NpU UCNob30BaHUM
dopmbl BbiNycka 1 B cAyyae NPUroTOBAEHMA PEaKUMOHHON CMEeCH C MCMO/Sb30BaHMEM aBTOMAaTMYECKOM

CTaHuUun.
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6.3.9. NMporpammmpyemblii amnamduKaTop ¢ cucTemon aetekumm GayopecLeHTHOro CUrHana B pexxmme
«pPeanbHOro BPEMEHM» POTOPHOrO TUMa, AMBO NAAHWETHOro TWna, 3apPernmcTpupoBaHHbIM B PO K
COOTBETCTBYIOWMI Cneaytowmm TpeboBaHUAM:

- Ha/uyMe He3aBUCMMbIX KaHanoB ¢ayopecueHTHON aetekuun ans ¢dnyopodopos FAM m R6G co
cneayroWwmmMmm XapakTePUCTUKAMN:

Tabnumua 4
Tpebyemble xapaKTepPUCTUKU KaHaN0B ¢pyopecu,eHTHOW AeTeKuum
[ANUHbI BONH, HM
KaHan ana pnyopodopa Bo36y:xaeHus JeTtekuun
MuHumym Makcumym MuHnmym Makcumym
FAM 450 470 510 530
R6G 515 532 545 580

- Ana npMbopoB N/IaHLWETHOrO TMMa HanYMe NoAOrPEBAEMON KPbILLKK ¢ TemnepaTypoii 6onee 100 °C;

- TOYHOCTb NogaepkaHna TemnepaTtypol < 0,4 °C;

CKOpOCTb Harpesa He meHee 2 °C/cek;
- CKOpOCTb OxnaxaeHns He meHee 1 °C/cek.

B xoge npoBeAeHMA KAMHUYECKMX UCMbITAHMI BanvAaumio NPOWAM ciefylolme Nporpammupyemble
amnIMOUKATOPbl C CUCTEMOWN AeTeKuuu (GYOPECLLeHTHOrO CUTHasa B PEXMME «PEeasibHOTO BPEMEHUX:
Rotor-Gene Q (PY Ne ®C3 2010/07595), Applied Biosystems QuantStudio 5 (PY Ne P3H 2019/8446),
C1000 Touch B KomnnekTte ¢ moaynem CFX96 (PY Ne ®C3 2008/03399), ATnpaiim (PY Ne ®CP 2011/10229).

6.3.10. XonoannbHUK o1 2 0 8 °C ¢ MOpPO3UIbHOM Kamepoi OT MUHYC 24 fo muHyc 16 °C.
6.3.11. OTaenbHbIM Xanart, Wano4ykun, obysb U 04HOPa30BbIE NepYaTKM B cooTBeTcTBMM ¢ MY 1.3.2569-09.

6.3.12. EMKOCTb A/1A cbpoca HaKOHEYHUKOB.

7. UCCNNEAYEMbIA MATEPUAN

MaTepunanom ana nccnepoBaHmAa CAYKUT N1a3ma KPOBU.

B3aTve, npepBaputenbHyto 06paboTKy, TpaHCNOPTUPOBAHME W  XPaHEHWE  Ucciesyemoro
6rnonorMyeckoro matepuana cnegyet npoBoanTb B cooTBeTcTBnmM ¢ MY 1.3.2569-09.

Pemc%‘%gr_cmms? I%ng%bzcéﬁ;[l)asﬂansope 13
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8. MPOBEAEHUE UCCNNEAOBAHUA

UccnepoBaHWe — AO/MKHO — MPOBOAUTLCA  MPM  HOPMAsbHbIX  MOKasaTensx  MMKPOKAMMATA
KNMHUKO-AMarHocTuyeckoi nabopatopmm®:

- TemnepaTypa okpyKatowiero sosayxa ot 20 go 28 °C;

- OTHOcuTenbHasa BAaxHocTtb 40 — 75 %.

8.1. 3Kctpakuyua PHK 3 ucchegyemoro martepmana

Ona skctpakumm PHK ucnonb3oBaTb Habopbl peareHTOB, peKOMeHAOBaHHble [lpowussoguTenem B
pasgene «lononHuTenbHoe obopyaoBaHMe N maTepuanbli». Mopagok paboTbl ¢ Habopamu oA aKCTPaKLUUM
HK cmoTpuTe B MHCTPYKLUKU MO UX NPUMEHEHMUIO.

BHUMAHMUE! Tpu npoBeseHnn wucciefoBaHUA HeAOMYCTUMO WCMO/Ab30BaHWE 3KCMpPecc-MeToA0B
SKcTpaKkuum HK.

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

Kadasa rpynna sKcTparmpyembix 06pasLioB [0J/IKHa COMPOBOXAATbCA MOCTaHOBKOW OTPULIATENbHOMO
KoHTponsa (OKO) 1 nonoxKutenbHOro KOHTpoabHoro obpasua (MKO-2 HCV) B oaHOM nosTope.

Mepen sKcTpaKkumnen Heobxo4MMO Pa3MOopPO3UTb KOHTPOIbHbIE 06pa3subl: BKO B, OKO n MKO-2 HCV.

BHUMAHMUE! PasmoparkmBaTb cieayeT TONbKO HeobxoanMmoe KoAn4ectTso MPobUpoK C peareHTamu. Ans
oAHol noctaHoBKkK OT-TMLIP TpebyeTcsa pasmoposKa He 6onee oaHol npobupku c MKO-2 HCV.

B npouecce akcTpakumm PHK mcnonb3oBaTb 06bembl peareHToB M uccaedyembix 06pasLoB coriacHo
Tabauue 5.

BHUMAHMUE! PeareHT BKO B BHOCMTCA B KaxKAayto NPOBUPKY C MccnenyemMbiMu U KOHTPOIbHbIMM 06pa3sLL.amm
(BKNtOYAA NONOKUTENBHBIN U OTPULLATENbHbIA KOHTPOAN).

BHUMAHUE! [Ons skctpakumm PHK un3 100 mkn uccnegyemoro obpasua MCNO/b3yeTca KOMMIEKT
«Amnaulpaiim  PUBO-npen», w3 200 mkn — «MarHolpanm®  Ynbtpa» ¢opma Bbinycka 1,
13 1000 mKkn — «MarHolMpaim® YabTpa» dpopma Bbinycka 2 UAKN gpyrue pekomeHayemble Habopbl (cm. 0. 6.2).

Tabnuua 5

O61bembl peareHTOB U uccaeayembix 06pasuos npu ncnosbiosaHuu ¢opm Bbinycka 1, 2, 3
PeareHT / obpasel, 06bem Do6asnatb

Mpu aKkcTpakuumn us 100 mkn o6pasua

Uccnepyemblit obpasel, 100 mkn B MIPOBUPKM ANA MCCNeayeMbIX

obpasuos
BKO B 10 mkn B KaXkayto Npobupky
OKO 100 mkn B Npobupky ana OKO
MKO-2 HCV 10 mKkn + 90 mkn OKO B Npobupky ana MKO
PeareHT, ucnonbsyembit ans sntounn PHK 507 MmKA B KaXayt npobupky

6 VYKasaHbl OONycTMble HOPMbI TeMMepaTypbl W OTHOCUTENbHOM BAAXKHOCTM BO3Ayxa B pabouelt 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,
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PeareHT / 06pasey 06bem Dob6asnatb

Mpu aKkcTpakuum us 200 mkn o6pasua
B MPOBMPKM ANA nccnesyembix

Uccneagyemslii obpasel, 200 mKn 06pasLoB
BKO B 10 mkn B KaXkayto npobupky
OKO 200 mKkn B Npobupky gns OKO
MKO-2 HCV 10 mkn + 190 mkn OKO B Npobupky ans MNKO
PeareHT, ncnonbsyembiit ana antounn PHK 100 mkn B KaXXAyto Npobupky

Mpu akcTpakuum us 1000 mka obpasua

Uccneayemslii obpasel, 1000 mkn B NPOGUPKN AnA MCCAeayeMbIX

ob6pasuos
BKO B 10 mkn B KaXXAyto Npobupky
OKO 1000 mkn B Npobupky gns OKO
MKO-2 HCV 10 mkn + 990 mkn OKO B Npobupky ans MNKO
PeareHT, ncnonb3syembli gna antoumm PHK 100 mkn B KaXkayto npobupky

8.1.2. Npu ucnonb3osaHnun ¢popmbl Bbinycka 4

Kaxgas rpynna sKcTparMpyembix 06pasLoB A0/XKHaA COMPOBOXAATLCA MOCTaHOBKOW OTPULIATENbHOMO

KoHTponsa (OKO) n nonoKutenbHoro KoHTpoabHoro obpasua (MKO-2 HCV Lyo) B ogHOM noBTOpe.

BHUMAHMUE! PeareHTbl MKO-2 HCV Lyo 1 BKO B Lyo TpebyoT BOCCTAaHOBEHUS.

[na BOCCTaHOBNEHUA NUMOPUAN3NPOBAHHBIX pPeareHToB HeobXoAMMO B MPOBUPKY C NModuaMsaTom
nob6asuTb PasbaButenb B 06beme, ykazaHHOM B Tabauue 6, nepemellatb COAEPKMMOE NPOBMPOK C

BOCCTAHOBJ/IEHHbIMU peareHTamu, oCagunTb Kanjin Ha BOPTEKCE.

Tabnuua 6
O6bvem PasbaButena ana BOCCTAaHOB/NEHUA peareHToB
PeareHT Pa36baButenb, MKn
MKO-2 HCV Lyo 25
BKO B Lyo 600

B npouecce skcTpakumm PHK mcnonb3osBath 06bembl peareHToB M uccneayembix o6pasLoB COriacHo

Tabnuue 7.

BHUMAHMUE! PeareHT BKO B Lyo BHOCMTCA B Kaxaylo NpPoOBMPKY C uccnegyembiMU M KOHTPOAbHbIMM

06pasLamm (BKIOYasA NOMOKUTENbHbIN U OTPULLATE/IbHBIN KOHTPON).

BHUMAHUE! [Ons skctpakumm PHK un3 100 mkn uccnegyemoro obpasila MCNO/b3yeTca KOMMJIEKT

«Amnaulpaiim  PUBO-npen», wu3 200 mkn — «MarHolpaim® YnbTpa», ¢opma BbiMycKa

1,

13 1000 mkn — «MarHolMpaim® YabTpa» dopma Bbinycka 2 uan apyrme pekomeHayemble Habopbl (cm. n. 6.2).

Tabnuua 7

O6bembl peareHTOB U Uccaeayembix 06pasLL0B NpU UCNOAb30BaHUKU GOPMbI BbiNycKa 4
PeareHT / obpasel, 06bem Do6asnatb

Mpwu 3KkcTpakumm n3 100 mkn obpasua
B NPOBOUpPKK ana nccnenyembolx

Nccnepyemblin obpased, 100 mkn 06pasLLos
BKO B Lyo (BocCTaHOBNEHHbIN) 10 mkn B KaXkayto Npobupky
OKO 100 mkn B Npobupky ana OKO
MKO-2 HCV Lyo (BoccTaHOB/EHHbINM) 10 mkn + 90 mkn OKO B Npobupky ans MKO
PeareHT, ncnonbsyembit ans sntounn PHK 508 mkn B KaXKayt npobupky

& MNpun HeobxoANMMOCTH AoNyCcKaeTca yBeanmueHne obbema snouum 4o 90 MK,
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PeareHT / 06pasey 06bem Dob6asnatb

Mpu aKkcTpakuum us 200 mkn o6pasua
B NPOOUPKM ANs Uccnesyembix

Uccnepgyemblii obpasey, 200 mKn 06pa3LoB
BKO B Lyo (BoccTaHOB/IEHHbIM) 10 mKkn B KaXXAyto Npobupky
OKO 200 mKn B Npobupky gns OKO
MKO-2 HCV Lyo (BoccTaHOBAEHHbIN) 10 mkn + 190 mkn OKO B Npobupky ans MNKO
PeareHT, ncnonbsyembiit ana antounn PHK 100 mkn B KaXXAyto Npobupky

Mpwm aKkcTpakuum u3 1000 mkn 06pasua

Uccnepgyemblii obpasey, 1000 mkn B MPOBUMPKY ANA MCC/IeAyembIX

ob6pasuos
BKO B Lyo (BOCCTaHOBNEHHbIN) 10 mKkn B KaXKAyto Npobupky
OKO 1000 mkn B Npobupky ans OKO
MKO-2 HCV Lyo (BoccTaHOBAEHHbI) 10 mkA + 990 mkn OKO B Npobupky ans MNKO
PeareHT, ncnonb3syembli gna antoumm PHK 100 mkn B KaXkayto npobupky

8.2. NMopgrotoBKa peareHToB AaA aMmnandUKalumn

8.2.1. Mpu ucnonb3osaHun ¢opmbl BbinycKa 1
BHUMAHUE! KomnoHeHTbl peakuMOHHOM CMecu caedyeT CMelnBaTb HENocpeacTBEHHO nepes,
nposegeHnem OT-TLP.

BHUMAHUE! Heobxogumo MUHUMWM3MPOBATb BpPemsA HaxopeHusa PeareHTa TG, Taq noaumepasbl u
PeBepTasbl R npy KoMHaTHOM TemnepaType.

BHUMAHUE! B cnyvyae npurotoBaeHUA pPeakuMOHHOM CMEeCUM C MOMOLLbD aBTOMATUYECKOM CTaHLUK
cnepymnTe yKasaHUAM MHCTPYKLUKW MO ee UCMO/Ib30BaHMIO.

8.2.1.1. PaccuuTtaTb 06bemMbl peareHToB, Tpebylowmeca ANA NPUrOTOBAEHMA PEAKUMOHHON cmecu
(cm. Tabanuy 8). Cmecb roToBUTL Ha 06LLEe YMCAO0 UCCAeAYEMBIX U KOHTPOJIbHBIX 06Pa3L,0B NOC 3anac He
MeHee YeM Ha OAHY peaKkuuio.

Tabnunua 8
PacueT 06beMOB KOMMNOHEHTOB ANA 04HO peakLMOHHON cmecn

PeareHT 06bem, MKn 0O603HaueHus
MNLUP-cmecb HCV 10*(N+1)
Byoep C 5*(N+1)
Pearent TG 0,25%(N+1) QIK;}zzg:licgfsoi/nnnmcbmu.wpyeMblx 06pasuos,
Taq nonnmepasa 1*(N+1)
PesepTasa R 0,25*(N+1)

8.2.1.2. Pasamopo3nTb peareHTbl. [llepes cmewmBaHMEeM peareHTOB nepemewatb CoAepXKumoe
NPoBMPOK C peareHTamm, 0CaaUTb Kanu Ha BOPTEKCeE.

8.2.1.3. MpuUrotoBuUTb PeEAKLMOHHYIO CMecb, A00aBMB KOMMOHEHTbl B 0OObEMAX, PACCYMTAHHbLIX B
n. 8.2.1.1. NepemeLwaTtb cMeCb 1 0OCAAUTb Kann Ha BOpPTEKCe.

8.2.1.4. OTobpaTtb HeobXxoaAMMOE KOMYECTBO NPOBMPOK uan ctpunos ana nposegeHus OT-MLP PHK
nccaefyemblix M KOHTPONbHbIX 06pasyoB. Beibop Nnpobupok gna amnandukaLumm 3aBUCUT OT MCNONb3YEMOTO
amnanduKaTopa c CUCTEMON AETEKLUN B PEXKMUME KPEASIBHOTO BPEMEHU Y.

8.2.1.5. BHecTu B npobMpKM nNo 15 MKA NpUrotoBJeHHON peakLuMOHHOU CMeCH.

BHMMAHMUE! Hencnonb3oBaHHbIE OCTATKU PEaKLMOHHOM CMECH XPaHEHUIO HE NoA/IerKaT.
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8.2.2. Mpu ucnonb3osaHun ¢opmbl Bbinycka 2 n 3

BHUMAHUE! KomMnoHeHTbl peakuMOHHOMW CMecu c/eayeT CMeluBaTb HenocpeacTBEHHO nepej,
nposegeHnem OT-TILLP.

BHUMAHUE! Heobxoanmo MMHMMU3MPOBATb BPEMS HaxoxKaeHusa PeareHta TG, Taq noanmepasbl w
PeBepTasbl R npy KoMHaTHOM TemnepaType.

8.2.2.1. Paccuntath obbembl peareHToB, Tpebylowmecs ANA NPUrOTOBAEHMA pPeaKUMOHHOW cmecu
(cm. Tabnmuy 9). Cmecb roToBMTb Ha 06LLEe YMCAO UCCAedyeMbIX U KOHTPOJIbHbIX 06pa3LoB NaC 3anac He
MeHee YeM Ha OfHY peaKkuuio.

Tabnunua 9
Pacuetr 06beMoB KOMNOHEHTOB peaKLI,MOHHOVI cmecu
PeareHT 06bem, MKn O603HauyeHuA
Bydep D 10*(N+1)
PearenT TG 0,25%(N+1) N — KonnuyecTso amnAndULMpPyemMbix 06pasLoB,
Taq noaumepasa 1%(N+1) BKJIHOYANA KOHTPOJIU
PesepTasa R 0,25*(N+1)

8.2.2.2. Pa3mopo3nTb peareHTbl. [leped CMellMBAaHMEM peareHTOB Mepemelath CoAepXumoe
NpPobMpPoK C peareHTammn, 0CagmuTb Kanau Ha BOpTeKce.

8.2.2.3. MpUroToBUTb pPEaKUMOHHYD CMecb, A06aBMB KOMMOHEHTbl B 06beMax, PacCUMTaHHbIX B
n. 8.2.2.1. MNepemeLwwaTb CMeCb U 0CagUTb Kan/n Ha BOPTEKCE.

8.2.2.4. OtvobpaTb Heobxogmmoe KonmyecTBo NpPobupok wunm crtpunos c¢ MUP-cmecbto HCV ans
nposeaeHua OT-MLP PHK nccneayembix U KOHTPOJIbHbIX 06Pa3sLOB.

8.2.2.5. Yb6epmuTbca, 4To napadmH NOSHOCTbIO NOKPbIBAaET PAcTBOP HA AHe NpobupoK. B npoTuBHOM
Cnyyae, He UCNOo/1b30BaTb AaHHble NPOBUPKK.

8.2.2.6. Ha noBepxHoCTb NapaduHa BHecTM No 10 MKA NPUroTOB/IEHHOW peakKLMOHHOMK CMecH, Npu 3ToOM
OHa He A0/1KHa NPOBaIMBATLCA NOA, NPOCAOWKY NapaduHa u cmewwmsatbca ¢ MNLP-cmecbto.

BHUMAHMUE! Hencnonb3oBaHHbIE OCTAaTKM PEAKLNMOHHOM CMECU XPAaHEHUIO HE NOA/IexKaT.

8.2.3. MMpu ucnonb3osaHun ¢opmbl BbinycKa 4

OTobpaTb HeobxoAMMOE KOJMYECTBO CTPUMNOBaHHbIX npobupok c MUP-cmecbio HCV Lyo ans
nposeaeHua OT-MLP PHK nccneayembix U KOHTPOJIbHbIX 06pa3sLoB.

8.3. BHeceHue npob6 PHK, nposeaeHue OT-MLUP u agetekuuun

BHUMAHMUE! Mpu pobasneHun npob HK, aKcTparmpoBaHHbIX C Momolbio HabopoB peareHToB AN
NpoBeAEeHUA SKCTPAKLUM METOAOM COpbLMM Ha CUAMKArene UAM MArHUTHOW cenapauuu, Heobxoanmo
nsberatb NnonagaHMa copbeHTa B PEaKLMOHHYIO CMECh.

BHUMAHME! lNpu pyyHOM aHann3e NporpammMpoBaHME M 3amnyCcK amnanduKkaTtopa NPoBOAUTb COracHO
WMHCTPYKLMM NO ero NpUMeHeHu0. PekomeHayemble napamMeTpbl A8 NPOrpammMmMpoBaHua aMnandrKaTopos
yKa3aHbl BO BK/Aagbllle, npuiaaraemom K Habopy. MNpu mMcnonb3oBaHWM NporpammHoOro obecnevyeHus
FRT Manager nporpammunpoBaHMe aMnanduKaTopa ycTaHaBANMBAETCA aBTOMATUYECKM.

8.3.1. BHecTM B MoArotoBAeHHble NPOBUPKU C peakuMoHHOW cmecblo/nnodunmnszatom npobbl PHK,
NoJsly4YeHHble B Pe3y/ibTaTe 3KCTPAKUUM U3 TECTUPYEMbBIX U KOHTPOJbHbIX 06pasLoB, U OTPULATENBHbIN
KoHTpob OT-MLUP — peareHT K- nnn PasbaBurenb B cOOTBETCTBUU C Tabauuel 10.
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Tabnuua 10

O6pas3upbl n nx 06vembl gna nposegeHUa amnandukauum

0O6bem KOHTPOJIbHOTO
06pasua, Mkn

06bem TecTpyemoro

AR, KoHTponbHbIii 06pasel,

Mpu ucnonbsosaHum popm Bbinycka 1, 2, 3
MKO-2 HCV
10 OKO 10
K-
Mpun ucnonbzoBaHuM GpopmMbl BbiNycKa 4
MKO-2 HCV Lyo
20 OKO 20

Pasbasutennb

BHUMAHMUE! MNposectn OT-MUP cpasy nocne BHeceHns HK-Npob 1 KOHTponen B peakLMOHHbIE CMECH.

8.3.2. 3anporpammupoBaTb aMmnaMPUKATOP C CUCTEMOM AETEKLMMU B PEKMME «PEASIbHOTO BPEMEHU» ANA
BbIMNOJIHEHUA €4AMHOM Nporpammbl amnandUKaumm n getekummn GayopecueHTHOro curHana (cm. Tabauuy 11).

Tabnmua 11
EauHana nporpamma amnandpuKaumm m getekumm ¢ayopecueHTHOro curHana
o AeTekuma no KaHanam ana Konnyecteo
Lukn Temnepartypa, °C Bpems dnyopodopos Uinop

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

95 10c -
3 45

60 20¢c FAM, R6G

8.3.3. [epes nocTaHOBKOM B aMNIMPUKATOP NNAHLLETHOrO TUNA OCAAUTb Kan/iM CO CTEHOK NPOBMPOK Ha
BOpPTEKCE.

8.3.4. YcTaHOBUTb NPOBUPKM UK CTPUNbI B AYEMKN peakLMOHHOro moaynsa npmubopa.
8.3.5. 3anyctuTb BbINOJIHEHME NPOrPamMmmMbl amnanduKkaLmm ¢ getekumen GayopecLeHTHOro cMrHana.

8.3.6. lpubop npoBOaUT perncTpaumio ¢GayopecLeHTHOro CUrHasa aBTOMaTUUYECKM B perkume
«PeanbHOro BPEMEHUY,

8.4. AHanNu3 1 BblUUC/IEHUNE Pe3yNbTaToOB
AHanuns 1 06paboTKy pe3ynbTaTOB MOXKHO NPOBOAUTD:

- B aBTOMaTMYECKOM pEeXMMe C WCNo/b30BaHMEM nporpammHoro obecnedenuna FRT Manager
(000 «UHTep/labCepsuc», Poccus, PY Ne P3H 2019/8870) cornacHo pyKoBoACTBY Mo/sb30BaTeNA, Bbibpas
METOAMKY, YKa3aHHYH BO BK/agbllie, Mpuaaraemom K Habopy. PyKoBOACTBO NOAb30BaTeNA Pa3MeLLLeHO Ha
oduumanbHom cainte OO0 «UHTep/labCepsucy» no agpecy: https://www.interlabservice.ru/service/frt/;

- B PYYHOM pexuMme C MOMOLLbI NPOrpammHoro obecneyeHus npubopa, MCNOAb3yemoro gns
nposegerua MUP c geTekuuein B pexkMme «peanbHOro BPEMEHW», COrMIacHO WHCTPYKUMM MO €ero
NPUMEHEHMIO U MHCTPYKLUN K Habopy.

BHUMAHMUE! MMpu pyyHom aHanmse o06paboTKy AaHHbIX (bAyopecueHTHbIX KPUBbIX), MOAYYEHHbIX B
nporpammHom obecneyeHnn npubopa, Ucnonbyemoro ana nposegerHua OT-MLP c getekunen B pexunme
«PeanbHOro BpPeMEeHW», MPOBOAMTb COrMACHO MHCTPYKUMM MO ero npuUMeEHEeHuo. PekomeHayemble
napameTpbl 417 06paboTKM AaHHbIX YKa3aHbl BO BKA3AblLLe, NpUaaraeMmom K Habopy.
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O6paboTKa 1 pacyeT pesy/bTaToB NPOUCXOAUT Ha OCHOBAHUW HaMUUA (MW OTCYTCTBUA) NepeceyeHuns
KpuBol dnyopecueHuUmm S-obpasHoit (cMrmoobpasHoit) ¢popmbl C YCTAaHOBNEHHOM Ha COOTBETCTBYIOLLEM
YPOBHE MOPOroBoi SIMHUEN, YTO onpeaensieT Hannuune (Man oTcyTCTBMe) g AaHHoM npobbl HK 3HayeHus
noporosoro uukna (Ct) B cootseTcTByiollei rpadpe Tabauubl pesynbratoB. [MapameTpbl 06paboTKM
dNyopecLEeHTHbIX KPMBbIX 3aBUCAT OT UCMONb3yeMol mogenu amnamdukaTopa (cm. BKnaapliw K Habopy u
WHCTPYKLMIO MO NPUMEHEHUIO aMMNMPUKaTOPa).

KpuBble HakonneHua GAYOPecUEeHTHOro CUrHasa aHaAM3MpyloTca Mo ABYM KaHanam AeTekuun
(cm. Tabnnuy 12).

Tabnunua 12
Detekuma ¢payopecueHTHOro curHana
KaHan ana ¢pnyopodopa FAM R6G
MpoayKT amnandukaumm BKO PHK HCV

8.5. WHTepnpertauua pesynbTaTtos
MHTepnpeTaumio pesybTaToB NPOBOAAT B ABYX BapMaHTax:

- BPY4YHYIO B COOTBETCTBMM C Tabauueit 13 M BKAadbiem, npunaraembiM K Habopy. Pesynbtar
NUCCNefoBaHUA CYMUTAIOT [OCTOBEPHbIM, €CAU pe3ynbTaTbl, MONAYYEHHblE AN KOHTPOJ/IbHbIX 06pasLos,
COOTBETCTBYIOT KPUTEPUAM BaZIMAHOCTU, YKa3aHHbIM B Tabauue 14;

- B aBTOMaTMYECKOM pPEXMME C WCMNONAb30BaHMEM MporpammHoro obecnevyeHms FRT Manager
(000 «UNHTep/labCepsuc», Poccus, PY Ne P3H 2019/8870) cornacHo pyKoBoACTBY No/ib30BaTens, Bbibpas
METOAMKY, YKa3aHHYI BO BK/agbllwe, NpuaaraeMom K Habopy. PykoBoAcCTBO No/ib30BaTeNst pasMmeLleHo Ha
odpunumanbHom cainte 00O «UHTep/labCepeuc» no agpecy: https://www.interlabservice.ru/service/frt/.
Mcnonb3yemble B NporpaMmHOM obecneyeHnn aaropuTm MHTEpNpeTaLmnmn pesynbTatos A8 Uccaeayemblx
06pa3LoB 1 KPUTEPUM BaNNAHOCTM PE3YNbTAaTOB, NOMYYEHHbIX A8 KOHTPOAEN, NpeacTaB/eHbl B Tabanuax
13 n 14 cooTBETCTBEHHO.

Tabnunua 13
MHTepnpeTauua pe3ynbTaToB 418 uccaeayembix ob6pasuos
npuv nposeaAeHUN Ka4eCtBeHHOro aHazin3a
Pesynbrar UHTepnpeTtauma
3HayeHne Ct no KaHanam ana ényopodopos FAM u R6G He HesannaHbiit!
onpeseneHo UM onpeAeNneHo Bbilue FPaHNYHOro’. C6on BKO! TpebyeTca noBTOpUTL aHanM3
3HayeHue Ct no KaHany gnsa ¢nyopodopa FAM onpepeneHo He
BbilLe FPAaHUYHOrO, a No KaHany ana ¢ayopodopa R6G Bbiwe Pe3ynbTaT COMHUTENbHbIM
rPaHU4YHoOro.
3HaueHue Ct no KaHany gnsa dnyopodopa FAM onpegeneHo He
Bbille FPAaHUYHOro, a Mo KaHany ansa ¢ayopodopa R6G He PHK HCV He o6Hapy»eHa
onpeaeneHo.
3HaueHue Ct no KaHany ana ¢pnyopodopa R6G onpepeneHo He
BbilLe rpaHu4YHoro. MNpu sTom Kpmeasa GpayopecueHUUN JaHHON
npobbl N0 AaHHOMY KaHany nepeceKkaeT NOPOroByto MHUIO Ha PHK HCV obHapyeHa
YY4acCTKE  XapaKTEPHOr0  3KCMOHEHUMA/NbHOIO  MoAbema
dnyopecueHumm.
°TpaHuuHble 3HaueHna Ct yKasaHbl BO BKAaAbILIE, Npunaraemom K Habopy.
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Tabnuua 14
Kputepun BanngHocTu gNa KOHTPObHbIX 06pasL,oB

Pe3synbTtatbl amnanédukaumm no KaHany ana ¢payopodopa

KoHTponb
FAM R6G
) OKO OnpegeneHo 3HavyeHune Ct 3Hauenve Ct oTcyTcTByeT
(oTpMLATENBHBIV KOHTPO/Ib SKCTPAKLMK) He Bbille rpaHn4Horo°
. K- 3HaueHue Ct oTcyTCcTBYET
(oTpuuatenbHbIi KoHTPoab OT-MNLP)
MNKO

. OnpeaeneHo 3HayeHue Ct He Bbille rpaHUYHOIO
(NonoXuUTENbHBIN KOHTPOAbL 3KCTPaKumu PHK, OT-MNLLP) peA P

8.6. B03MOMKHble OWMBKM U peKoMeHAaLUmn No UX peLUeHUo

8.6.1. [1na nonoxutenbHoro KoHTpons akctpakumm PHK n OT-NMUP (MKO) 3HayeHMe NoporoBoro uukna
(Ct) no KaHany ana ¢nyopodopos FAM u R6G oTCyTCTBYET WMAM MpPeBbilIaeT rPaHUYHOEe 3HauyeHue.
HeobxoamMmo noBTOpPUTL UCCAef0BaHME A BCEX OTPULLATENbHbBIX M COMHUTENbHbIX 06PasL0B, HauMHas C
3Tana aKcTpakummn PHK.

8.6.2. [1na oTpuuatenbHOro KOHTPOoAsA sKkcTpakuumn (OKO) no KaHany ans payopodopa R6G onpeaeneHo
3HayeHue noporoeoro uukna (Ct). BeposaTHa KOHTaMMHaLUMsA N1abopaTopum NPOAYKTaMU aMIANGUKALUN UK
KOHTaMMHaLMA peareHToB UK ucciedyembix 06pasuoB Ha Kakom-1nbo atane nccnegoBaHuns. Heobxogmumo
npeanpuHATbL mepbl MO BbIABAEHUIO U TNMKBUAAUNN UCTOYHUKA KOHTaMUWHaUWN U NOBTOPUTb UCCaeagoBaHue
BCcex 06pasLoB, B KOTOPbIX 06Hapy»keHa PHK BbisiBAsieMoro Bupyca, HaumMHasa ¢ aTana akcTpakumm HK.

8.6.3. [na oTtpuuatenbHoro KoHTpons OT-MUP (K-) no kaHany gna d¢nayopodopa FAM u/mau
R6G/HEX/JOE/VIC onpeaeneHo 3HaveHue noporosoro umkaa (Ct). BepoatHa KoHTamuHauma nabopatopuu
NPOAYKTaMM aMnAMPUKALUN UM KOHTaMMHALMA peareHToB, uccneayemMoix 06pasL,oB Ha KaKkom-1nbo sTane
MNUP-nccneposanusa. Heobxoammo npegnpuHATe Mepbl MO BbIABAEHUIO M JIMKBMAAUMMW WUCTOYHWMKA
KOHTaMMHaLUKN M NOBTOPUTb MUCCAefoBaHMe Bcex 06pa3LoB, B KOTOpbix obHapyxeHa PHK BbiaBnaemoro
BMpYCa, HauMHaA ¢ aTana amnandukaumm HK.

8.6.4. [na nccnegyemoro obpasua onpegeneHo 3HayeHne NnoporoBoro UMKAa, Npu 3TOM Ha rpaduke
dbyopecLeHUUN OTCYTCTBYET YYACTOK XapPaKTEPHOIO 3KCMOHEHLMaNbHOMO noabema (rpaduk npeacrasnser
coboli NpubAnsnuTenbHO NPAMYI0 ANHKUIO). HeobxoaMmMo NpoBEPUTb NPaBUALHOCTb BbIGPAHHOMO YPOBHA
NOPOroBOM NMMHUN UAU MAPaMETPOB pacyeTa 6a30BON NAMHUKU. Ecan pe3ynbTaT NosydyeH Npu NpPaBubHOM
YPOBHE NOPOroBoM AMHUKU (6a3oBoI MHKK), TPebyeTca NOBTOPHO NPOBECTU aMNANGUKALMIO U AETEKLMIO
AnA 3Toro obpasua.

8.6.5. B c/iyyae MoAyyYeHMs HeBaNUAHbIX WAM COMHWUTENbHbIX Pe3ynbTaToB TpebyeTrcs MNOBTOpHOe
uccnepnoBaHve o6pasua, HauMHaa C 3Tana akcTpakuum HK. B ciyyae BOCNpPOM3BOAMMOrO pesysibTata
pekomeHAayeTcA NOBTOPHO NPOBECTU B3ATME, NpeaBapuUTe/IbHYI0 NOATOTOBKY M Ucciea0BaHMe 0bpasua.

8.7. [marHocTnyecKkoe 3HaYeHue NoNYy4eHHOro pesy/ibTaTa

MLP-uccnepoBaHne asnAetTca OAHUM M3 MeTOLOB BCEeCTOPOHHETO 06C}'IE,CI,OBaHI/IFi nauymeHTa, Ha
OCHOBAHMN KOTOPbIX I'Ie’-IaLLI,VIl‘/JI Bpay yCTaHaB/IMBAET AMAlNHO3 U BbI6MpaeT meponpnaTma no nevyeHuto
nauneHTa. Pe3ynbTaTbl, NOJYYEHHble MPU  WUCMO/Ib30BAHUMN Ha6opa, cnepyetr paccmatpuBatb U
UHTEPNPETUPOBATb B COYETAHUN C AaHHbIMU OPYTUX KIMHNYECKUX U na6opaToprlx MCCJ'Ie,D,OBaHVII‘/Ji.

O TpaHnuHble sHaueHna Ct yKasaHbl BO BKNaApllle, NpuaaraeMom K Habopy.
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9. ®YHKUUNOHA/IbHbIE XAPAKTEPUCTUKU HABOPA

9.1. MNpepen obHapyxeHuna'l

Mpegen o6HapyeHMs Habopa «Amnaulpanm® HCV-Tect» 6bin  onpedeneH € WUCNOAb30BaHMEM

npobuT-aHanmsa c 95%-oi JOBEPUTENBHOMN BEPOATHOCTbIO (CM. Tabsimuy 15).

3HaveHuA XaPaKTEPUCTUKWN, YKa3aHHbIE B Ta6nv|u,e 15, pocruratotca npu CO6!'I}O,£I,EHMM npaswua, YKasaHHbIX B

pasaene «Mccneayemblii mateprany.

Tabnumua 15
Mpeaen o6HapyxeHua Habopa
O6bem 6uomarepuana npu Mpepen o6Hapy»KeHUa no 95%-bli1 f,O0BEPUTE/IbHDbIM MHTEpPBan,
IKCTPAKLUM, MKN Probit 95%, ME/mn ME/mn
100 100 98,8 - 115
200 50 42,5-59,4
1000 10 9,12-11,4

9.2. AHanutMyeckas cneuyndpuyHoOCTb
Habop peareHToB 06HapykunsaeT Tonbko pparmeHT PHK Bupyca renatuta C (HCV).

AHanutnyeckas cneundpuyHocTb Habopa «Amnaunllpaiim® HCV-tect» oueHuMBanacb TectuposaHnem HK
MWKpPOOpraHM3amoB u BupycoB (cm. Tabauuy 16) n reHomHon AHK uyenoBeka. HK mMMKpoopraHnMsmos u
BMPYCOB B KOHLIEHTPaLMK He MeHee 1x10° konuiti/mn n reHomHyto [1HK YenoBeKa B KOHLLEHTpaLum 1 MKr/mn
BHOCWM/IM B 06pasybl Buosiornyeckoro matepuana, He cogepkawme PHK HCV.

Tabnunua 16

MuKpoopraHusmbl U BUPYCbl, UCNOJIb3yemMble A1 OL,eHKMU aHAZIMTUUECKOM cneunupuiHoCcTU

MMUKpPOOPraHusmbl U BUPYCbl

Hepatitis B virus (HBV) Herpes simplex virus | (HSV 1)
Human immunodeficiency virus typel (HIV-1) Herpes simplex virus 1l (HSV 1)
Human immunodeficiency virus type 2 (HIV-2) Staphylococcus aureus
Epstein-Barr virus (EBV) Streptococcus pyogenes
Cytomegalovirus (CMV) Streptococcus agalactiae
Human herpesvirus 6 (HHV6) Pseudomonas aeruginosa
Varicella Zoster virus (VZV) Escherichia coli

Mpn TectMpoBaHMM 06pasyoB HK BbilenepeymcieHHbIX MUKPOOPraHM3MOB U BUPYCOB M reHomHoli [HK
YyesioBEeKa C UCNo/Ib30BaHNEM Habopa NepekpecTHbIX PeaKLmii BbiiBIEHO He H6blno.

1 Mpepen obHapyxeHna — 95%-0e MONONKMTENbHOE MNOPOrOBOE 3HayeHue KOHLUeHTpauuu (KoHueHtpauma PHK
BbIABNAEMOro BO36yauTens, npu Kotopoli 95% Tectos AatoT NONOXKUTENbHbIN pe3ynbTaT).
21
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9.3. Bocnpou3BoaMMOCTb U NOBTOPAEMOCTb U3MepeHUsa

BocnponsBoaMMOCTb M MOBTOPAEMOCTb Pe3ynbTaTOB C MCNO/Ib30BaHMEM Habopa peareHToB OLLEeHUBAAU
nyTem TecTUpPOBaHMA MOAENbHbIX 06pa3uoB. MogenbHble o06pasubl ObiAM  NPUTOTOBAEHbI MyTEM
KOHTaMMHauMM 006pasLoB M/asmMbl KPOBM CTAHOAAPTHbIM 06pasuoOM nNpeanpuaTusa, cogepikalium
MCKYCCTBEHHO-CMHTe3npoBaHHyto PHK HCV. Kaxabin obpasen, npoxoamn BCe 3Tanbl MUCCAea0BaHUsA
(akcTpakuymio HK, OT-MNUP n aetekumio pesynbTaTos).

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

Mpu oOueHKe BOCNPOM3BOAMMOCTM KO3POMUMEHT Bapuauum, pPacCYUTaHHbIA MO pesyabTaTam
onpeaeneHuns Nnoporosbix LnKnos (Ct), He npesbiwan 10 %.

9.4. AvarHoctuueckasn CHELI,Md)M‘-IHOCTb n AnarHoCTu4vyecCkana 4yBCTtBUTENIbHOCTb

Ons onpegeneHma ANMArHOCTUYECKOW cneunduyHoOCTM M ANArHOCTUYECKOW YyBCTBUTENLHOCTM Habopa
«Amnaunlpanm® HCV-tect» 6b111 Mcnosb3oBaHbl 824 06pa3LoB Ni1a3mMbl KPOBU.

B kauectBe Habopa cpaBHEHMA, C MOMOLLbIO KOTOPOro ycTaHaBaAuBanun Hanunume/otcytcteme PHK HCV
ncrnonb3osasca Habop peareHTos « Amnanlpaim® HCV» (PY Ne P3H 2023/19534).

PesynbTtatbl TectupoBaHua Habopa «Amnaulpainm® HCV-tect» B cpaBHEHMW C Habopamu cpaBHEHUS
npuseaeHsl B Tabanye 17.
Tabavua 17

Pe3ynbTaTbl TECTUPOBAHMA 06pa3LLOB BMOIOrMYECKOro matepmasna c NOMoLblo Habopa
«AmnauMpaiim® HCV-Tect»

Uccnepyemble 06pasubi Pe3ynbTaTbl TECTUPOBaAHMUA
TecTupyemblii Habop Ha6op cpaBHeHus
Tun Konuuecrso O6pasupbl
Amnaulpaiim® HCV-tect Amnaulpainm® HCV
MonoxunTenbHbIX 184 184
Mnasma kposu 824
OTpuuaTeNbHbIX 640 640

3HayYeHUs [MarHoCTMYecKon cneumMdUYHOCTM U AMArHOCTMYECKOM YyBCTBUTE/NIbHOCTM Habopa
«Amnnulpaiim® HCV-Tect» ¢ foBepuUTeibHON BEPOATHOCTbIO 95 %, paccumTaHHble, UCXOAA U3 NONYYEHHbIX
OaHHbIX, NpuBeAeHbI B Tabanue 18.

Tabnnua 18
[unarHocTnueckme xapakTepucTukmn Habopa peareHtos «Amnaulpaim® HCV-tect»
Tun o6pasuyoB JAmarHocTuyecKkasa cneuupuyHoOCTb JAunarHocTuyeckan 4yBCTBUTE/IbHOCTb
Mnasma Kposu 100 % (99,43 % — 100 %) 100 % (98,02 % — 100 %)

9.5. OueHKa BAUAHUA UHTepPepupyIoLLUX BelecTs

BnvaHne wuHTepdepupylowmMx BeLLecTB, MOTEHUMANbHO COAEPMKALUMXCA WAW  MPUCYTCTBYIOWMX B
uccnegyemom  Guomatepuane, Ha  adpdektmBHoctb  OT-MUP npu MCNONb30BaHMN Habopa
«AmnauNpaiim® HCV-Tect» oTcyTCTBYeT. He BbIIBEHO WHrMOMpoBaHME peakuun amnandukaumMm npu
pobasneHnn K obpasam GMomatepmana Ha sTane aKCTPAKUMKN MHTEPDEPUPYIOLLMX BELLECTB, NPeaCcTaBNEHHbIX
B Tabauue 19, B MaKCMMaNbHO BO3MOXKHOM KOHLEHTpaLUM.
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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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«Amnaunpaitm® HCV-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, TpaHCNOPTMPOBAHHbIM C HapyLIEHMEM YKa3aHHOTrO TEMMNEPATYPHOrO pPeXXMUma, NPUMEHEHUIO He
noanexut.
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 gonyckaerca 3amoparkuBaHue 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 06pasubl (MKO-2 HCV, BKO B u OKO) nocne pasmopo3Ku XpaHUTb Npu TemnepaTtype
oT2808°C B TeueHne 6 mecaueB. He fonyckaeTcA NOBTOPHAsA 3amMOpPO3Ka KOHTPO/bHbIX 06pasLoB.
OcTanbHble peareHTbl MOC/e BCKPbITUA XPaHUTb B TEX *Ke YCNOBUAX, YTO M A0 BCKPbITUA. HEBCKpbITbIE U
BCKPbITble peareHTbl cTabu/ibHbl B TEYEHME CPOKa roAHOCTM, YKa3aHHOro Ha 3TUKEeTKe, Npu cobaogeHum
YKa3aHHbIX YC/N0BMN XpaHeHua. Heobxoaumo MUHMMM3NPOBATL BPEMA HaxoxaeHua PeareHta TG,
Taq nonvmepasbl 1 PeBepTasbl R Npy KOMHATHOM TemnepaType.

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
TeyeHue BCero cpoka rogHoctu Habopa. MNLUP-cmecb HCV Lyo xpaHUTb B NaKeTe C CUAnKarenem.

BoccTaHOBAIeHHbIE KOHTPO/IbHble 06pa3suybl (MKO-2 HCV Lyo, BKO B Lyo) xpaHuUTb Npu TemnepaTtype
ot 2 po 8 °C He 6onee 3 mecAueB.
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YnaKoBKy ¢ anoounmsmpoBaHHbimm peareHtamum (MKO-2 HCV Lyo, BKO B Lyo) HeobxoaMmo BCKpbiBaTb
HenocpeACcTBEHHO Nepes UX BOCCTaHOBAEHUEM.

PeareHTbl MoC/ie BCKPLITUA XPaHUTb B TEX Ke YCA0BUAX, YTO U A0 BCKPbITUA. HEBCKPbITbIE U 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, XpaHUBLLUNINCA C HAPYLUEHNEM YKA3aHHOTO PEXMMA XPaHEHUA, MPUMEHEHUIO HE NMOAJIEXKMUT.

11. TAPAHTUU NPOU3BOAUTENA

MpounsBoauTeNb rapaHTUPyeT COOTBETCTBME XapaKTepUCTUK Habopa TpeboBaHUAM, YKasaHHbIM B
TEXHUYECKOW W 3KCMIYaTaUMOHHOM [OKYMEHTaLUuKW, B Te4yeHMe YKa3aHHOro CpoKa TroAHOCTU Npu
cobntoAeHNN BCceX YCNOBUN TPAHCMOPTUPOBAHMA, XPaHEHUS U MPUMEHEHUA.

Peknamauuun Ha KadyectBo Habopa «Amnaulpaiim® HCV-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 25
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12. CMMBO/JIbl, UCMOJIb3YEMBbBIE B JOKYMEHTALUU NPOU3BOAUTENA

REF

LOT

IVD

> B <

Homep no Katanory

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
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TemnepaTypHbIN
AManasoH

He gonyckaTtb

nonagaHnAa CoOnHe4YHoro

CBETa

bepeub OT Bnarn
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KpaTKoe pykoBOACTBO

no npuMeHeHuto Habopa peareHToB 414 BbISBAEHMSA
PHK Bupyca renatuta C (HCV) metogom OT-NLP
C AeTeKuMel B pexkMme «peasibHoro BpemMeHn»

«AmnanMpanm® HCV-TecT»

no TY 21.20.23-208-09286667-2023

Ammullpaitm® HCV-Tect

dopma Bbinycka 1

2162-11

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
HCV

Bydep C

PeareHT TG

Taq
noanmmepasa

PesepTtasa R
MKO-2 HCV
BKO B

OKO

K-

Habop peareHTOB paccyMTaH Ha NpoBeAeHWe UcCiefoBaHUA
100 06pasu0B, BK/IOYAA KOHTPOIN.

OnucaHue

Mpo3payHasn
MUOKOCTb

Mpo3payHasn
*KNAKOCTb
Mpo3payHan
KMOKOCTb
Mpo3payHan
UOKOCTb
Mpo3payHan
UOKOCTb
Mpo3payHan
KMOKOCTb
Mpo3payHan
UOKOCTb
Mpo3payHan
KUOKOCTb
Mpo3payHan
KMOKOCTb

O6bem,

mn
0,6
0,3
0,015
0,06
0,015
0,025
0,6
1,1

0,3

Bep Permctpanusd MH & Pocagpasragzope
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Konuuecrso
2 npobupKun
2 npobupkn
2 npobupKun
2 NPobMpPKK
2 NpobupKun
4 npobupkmn
2 npobupKun
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 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
MUHUMMU3NPOBATbL Bpema HaxoxaeHua PeareHTta TG,
Taq nonnmepasbl 1 PeepTasbl R npyM KOMHaTHOM
TemnepaType. KoHTposbHble 06pasupl (MKO-2 HCV, BKO B
1 OKO) nocnie pasmopo3KM XpaHUTb Npu TemnepaType
oT 2 go 8 °C B TeyeHuMe 6 mecAues. He gonyckaeTca
NOBTOPHAA 3aMOPO3KA KOHTPOIbHbIX 06pa3LLoB.


http://www.nextbio.ru/

SKCTPAKLUUA PHK U3 UCCNNEAYEMOTO MATEPUANIA

Ona skctpakuumn PHK ucnonb3osaTb Habopbl peareHToB, peKomeHAoBaHHble [pousBoauTenem B MHCTPYKLMM MO
npumeHeHuntio Habopa «Amnaunlpanm® HCV-tect». Mopsagok paboTbl ¢ Habopamu ans akcTpakumm HK cmoTpute B
WHCTPYKLMM MO UX NPUMEHEHWIO.

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

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

O6bembl peareHToB U UcciegyeMbix 06pa3LoB, UCNOIb3yeMble NPU SKCTPakuuKu PHK ¢ MomoLLbio peKkomeHayembIX
HabopoB peareHTOB, YKasaHbl B Tabsnue HUxe.

Dob6asnsaembliii peareHT / 0bpaseLl,

Mpu aKcTpakuumu us 100 mkn o6pasua

Nccnepyemble 0b6pasupl 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 HCV 10 mKkn + 90 mkn OKO B NpobupKy ana NMKO (NoNoKUTEeNbHOTO KOHTPOAA)
PeareHT gna anoumn PHK 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 (oTpuuaTeNbHOro KOHTPoA)
MKO-2 HCV 10 mkn + 190 mkn OKO | B npobupky ansa NMKO (NoNoKUTENbHOrO KOHTPONS)
PeareHT gna santoumn PHK 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 HCV 10 mKkn + 990 mkn OKO B NpobupKy ansa NMKO (NoNoKUTeNbHOro KOHTPOA)
PeareHT gna snoummn PHK 100 mKkn B KaXkayto Npobupkry

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

Pernctpal MH e Pocagpasragzope
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OT-NUP C AETEKUMEN B PEXXUME «PEAJ/IbHOIO BPEMEHU»

BHMUMAHMUE! [ina BHeceHus B Npobupkm peareHToB, Npob PHK 1 KOHTpO/IbHbIX 06pa3LLOB MCNOAb30BaTh OAHOPA30BbIe

HAKOHEYHMKN C GUNbTPAMM.

1. PaccumTaTb 06bEMDI peareHTos, HEOGXO,EI,MMbIe AnAa npurotosBneHmA peaKLI,MOHHOﬁ CMecCH, cornacHo Ta6ﬂVILI,eZ

KoMnoHeHT peaKuMOHHOI cmecH 06bem, MKn 0603HaueHus
MLUP-cmece HCV 10*(N+1)
Bydep C 5*(N+1)
— KO/IMYecTBO amnanbuumpyembix 06pasLLOB, BKAOYaA
PeareHT TG 0,25*(N+1)
KOHTPOAU
Tag nonnmepasa 1*(N+1)
PeBeptasa R 0,25*%(N+1)

BHMUMAHMUE! B cnyyae NnpurotoBAeHMA peakLMOHHOM CMECHU C MOMOLLbIO aBTOMATUYECKOW CTaHUMM cneaynTe YyKasaHUAaAM
WHCTPYKLMM MO €€ UCNO/Ib30BAHMIO.

BHMUMAHMUE! HeobxoaMmo MUMHUMM3MPOBATb Bpems HaxoxaeHus PeareHTa TG, Taq nosvmepasbl n PesepTasbl R npu
KOMHATHOM TemnepaType.

BHUMAHMUE! KomnoHeHTbl peakLMOHHON CMecK cneayeT CMELLMBATb HEMOCPeACTBEHHO nepes nposeaeHnem OT-MLP.
BHUMAHMUE! Hencnosib30BaHHbIE OCTATKU PEAKLMOHHOM CMECKU XPAaHEHUIO HE NOA/IerKaT.

2. PasamoposnTb peareHTbl. Mepes cMelwMBaHMEM peareHTOB NepemellaTb COAEPKMMOE MPOOUMPOK C peareHTamu,
0CaZuTb Kanan Ha BOpTeKce.

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

4. OtobpaTb HEobXoAMMOE KO/NMYEeCcTBO MNPOBUPOK uau ctpunos ans nposegeHua OT-MUP PHK uccneayembix u
KOHTPO/IbHbIX 06pa3uoB. Bboibop npobupok ana amnanduKkaumm 3aBUCUT OT MUCMNOb3yemMoro amnavdumkatopa ¢
CUCTEMOM AETEKLMN B PEXUME «PEAbHOTO BPEMEHNY.

5. BHecTV B NogrotoBneHHble NPOBUPKM peaKLMOHHYO CMeCb M 06pasLybl COrnacHo Tabauue:

Dob6asnaemblii peareHT / o6paseLl,
BHecTn no 15 mkn
MpUroToBAEHHOM PeaKLMOHHOMN cMecH B NPOBUPKM AN Uccnenyemblx U KOHTPO/IbHbIX 06pa3LoB
BHectn no 10 mkn

BHUMAHMUE! N36eraTb nonagaHua copbeHTa B peakLMOHHYH0 CMECh.

Mpo6bl PHK, aKcTparnpoBaHHoOM 13
nccnegyemoro obpasua

Mpobbl, 3kcTparnposaHHo ns OKO B NpobupKy ans obpasya OKO (oTpuLaTeNnbHOro KOHTPOAA SKCTPaAKLMK)

B MPOBUPKK ANa ncciegyembix 06pasuos

PeareHT K- B NPOBUpKy ana obpasua K— (oTpuuatensHoro KoHTpoaa OT-MLP)
Mpobbl, akcTparnposaHHoi u3 MKO-2 HCV | B npobupky ana obpasua NMKO (NonoKUTENbHOTO KOHTPOAA)

6. Mpwn py4yHOM aHanmse 3anporpammupoBaTb aMI'IﬂMdJVIKaTOp C cucTemoi AeTekuunn B pexnmme «peasibHoro spemeHmn»
COrnacHoO UHCTPYKUUK MO ero npuMeHeHM0 AnAa BbiInONTHEHNA CJ'IE,EI,YI-OLLI,GVI nporpammsol:

Pernctpal MH e Pocagpasragzope
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EauHana nporpamma amnanduKaumm v aetekummn ¢pyopecu,eHTHOro CMrHana

LKA Temnepatypa, °C Bpems JAeteKkuuna no KaHanam gna Konunuectso
! dnyopodopos LMKNOB
50 15 muH - 1
95 15 muH - 1
95 10c -
3 45
60 20c FAM, R6G?

MNpumeyaHue - PeKomeHayemble napameTpbl A8 MPOrpamMmMMpPOBaHMA amniIMPUKATOPOB YKasaHbl BO BKAadblle,
npunaraemom K Habopy.

BHMUMAHMUE! MNpu ncnonb3zoBaHMM nporpammHoro obecnedveHus FRT Manager nporpammupoBaHue amnanduKaTopa
YCTQHAB/IMBAETCA aBTOMATUYECKMU.

7. lMepen NOCTAaHOBKOWM B aMn/IMPUKATOP NAAHLLIETHOrO TMMNa 0CaAaMTb Kamn/in coO CTEHOK NPOBUPOK Ha BOpPTEKCE.

8. YCTaHOBUTb NPOBUPKM UK CTPUMDBI B AYEMKN peakuMOHHOro moayna npubopa.

9. 3anycTuTb BbINOJIHEHUE NPOrPamMmbl amnanduKaumm ¢ getekumen GbayopecueHTHOro CUrHaa CorlacHO MHCTPYKLUK
Nno NPUMEHEHMIO UCMO/Ib3YyeMOro amnanduKaTopa.

AHANWU3, BbIYMUCNTEHUE U UHTEPMNPETALIUA PE3Y/IbTATOB

BHUMAHMUE! lMpu pydyHOM aHanmse ob6paboTKy AaHHbIX (PpayopecueHTHbIX KPMBbLIX), MOYYEHHbIX B NPOrpammMHOM
obecneyeHun npubopa, ncnonblyemoro ana nposegeHus OT-MLUP c geTekuueinn B peXUME «pPeasibHOro BPEMEHUY,
NPOBOAUTb COrNACcHO MHCTPYKLIMW MO ero NpuMeHeHuto. PekomeHayemble napameTpbl 414 06paboTKM AaHHbIX YKa3aHbl
BO BK/abille, Npuaaraemom K Habopy.

AHanus, BblYMCAEHWNE U MHTEPNPETALMIO PE3Y/IbTaTOB MOMKHO NPOBOAMUTL:

- B aBTOMAaTMYECKOM pPeXume C  WCNo/ib3oBaHMeM nporpammHoro obecneveHns FRT  Manager
(000 «MHTep/labCepBuc», Poccus) cornacHo pyKoBOACTBY NO/b30BaTe A, BbibpaB MeTOAMKY, YKa3aHHYI0 BO BKAaAbllue,
npunaraemom K Habopy. PyKoBoAcTBO NoNb30BaTeNsA pasMeLleHo Ha oduumnanbHom cante OO0 «MHTep/labCepBurc» No
agpecy: https://www.interlabservice.ru/service/frt/;

- B py4HOM peknume c NOMOLLIbIO NporpammHoro obecneyeHmsa npubopa, Mcnoabayemoro ana nposeaeHuna OT-MLP ¢
OEeTeKUMEN B PeXKMME «PeasibHOro BpeMEHU», COMTaCHO MHCTPYKLMM MO ero NPUMEHEHUIO U MHCTPYKLMK K Habopy.

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

Pernctpal MH e Pocagpasragzope
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KpaTKoe pykoBOACTBO

no npuMeHeHuto Habopa peareHToB 414 BbISBAEHMSA
PHK Bupyca renatuta C (HCV) metogom OT-MLIP
C AeTeKuMel B pexkMme «peasibHoro BpemMeHn»
«AmnanMpanm® HCV-TecT»
no TY 21.20.23-208-09286667-2023

Ammullpaitm® HCV-Tect

dopma BbinycKa 2

P2162-12

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 OnucaHue OG;lelM, Konunuecrtso
Mpo3payHan
KUOKOCTb, 100 npobupokK

MLUP-cmecb HCV | packanaHa nog 0,01 (12,5 cTpunos no
napaouH benoro 8 npobupok)?!

LBeTa
Mpo3payHan

Bydep D JKIZIKOCTb 0,6 2 npobupKm

PeareHT TG Mpo3paras 0,015 2 npobupkm
KUAKOCTb

Taq Mpo3payHan 0,06 2 NPo6MpPKM

nonnMmepasa XKUAKOCTb

Peseptasa R Mpospaunan 0,015 2 NpobupKK
KUAKOCTb

MKO-2 HCV fpo3pasiHas 0,025 4 npobupKn
XKUAKOCTb

BKO B Mpospaunan 0,6 2 NpobupKK
KUAKOCTb

OKO MpospasiHas 1,1 2 npobupkm
XKUAKOCTb

K- Mpo3pasiHas 0,3 2 NpobupKK
XKUAKOCTb

Habop peareHTOB paccyMTaH Ha nNpoBefeHWe UCcnenoBaHuA
100 06pasLLoB, BKAOYAA KOHTPOAW.

1 Npobupku c ronybbim napadnHOM He UCMONb3YIOTCA.

Bep Permctpanusd 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

KOMNJIEKTHOCTb

KomnoHeHT dopmar

Habop peareHTOB dopma Bbinycka 2

NHcTpyKuma no
NPUMEHEHUI0

B 3/IEKTPOHHOM BMZe Mo agpecy:
www.nextbio.ru

B 3/IEKTPOHHOM BMAe NO agpecy:

MacnopT KayecTsa )
www.nextbio.ru

KpaTtkoe
B bymaxkHOM Buae
PYKOBOACTBO
KomnnekTr
o B BymarkHoOM BuAe
BKNaaplwen
XPAHEHME

YcnoBusa xpaHeHuA Habopa

Habop xpaHuTb Npu Temnepatype oT —24 ao— 16 °Cs
3aLLMLLEHHOM OT cBeTa MecTe. Heo6Xx04MMO MUHUMU3MPOBATL
Bpems HaxoxzaeHua Pearenta TG, Tag noanmepassol M PesepTtasel R
npW KOMHaTHOM TemnepaTtype. KOHTPobHble 06pasLbl
(MKO-2 HCV, BKO B 1 OKO) nocne pasmopo3KM XpaHUTb Npu
TemnepaType oT 2 80 8 °C B TeyeHue 6 mecAues. He aonyckaetca
NMOBTOPHAA 3aMOPO3Ka KOHTPOJIbHbIX 06pa3LLoB.


http://www.nextbio.ru/

SKCTPAKLUUA PHK U3 UCCNNEAYEMOTO MATEPUANIA

Ona skctpakuumn PHK ucnonb3osaTb Habopbl peareHToB, peKoMeHA0BaHHble MpousBoauTeNnem B UHCTPYKUUU MO
npumeHeHuntio Habopa «Amnaunlpanm® HCV-tect». Mopsagok paboTbl ¢ Habopamu ans akcTpakumm HK cmoTpute B
WHCTPYKLMM MO UX NPUMEHEHWIO.

BHUMAHME! [na skcTpakumm n3 100 mka nccnegyemoro obpasiia ncnosibsyetca Komnaekt «Amnaunlpainm PUBO-npeny», n3
200 nan 1000 mKn — «MarHolpanm® YnbTpa» unu gpyrue Habopsbl, pPEKOMEHAYEMbIE B UHCTPYKLMW MO NPUMEHEHUIO Habopa.

BHMUMAHMUE! PeareHt BKO B BHOCMTCA B KaxKayto NPOBUPKY C MccaeayemMbiMU U KOHTPOAbHbIMU obpasuamu (BKatoyan
NMOIOXKUTE/NbHbIA M OTPUL,ATE/IbHBIN KOHTPON).

O6bembl peareHToB 1 Uccaeayemblix 06pa3LUoB, NCNO/b3yemble NPK 3KCTPakummn PHK ¢ nomoLLbio peKoMeHayeMbIX
HabopoB peareHTOB, YKa3aHbl B TabuLe HUKe.

Do6aBnsaemblii peareHT / o6paseLl,

Mpu aKkcTpakuum us 100 mkn o6pasua

Uccnepyembie obpasubl 100 mkn B NpobupKn gnsa nccaeayembix ob6pasLos

BKO B 10 mkn B KaxKAyto NPobupKy

OKO 100 mkn B NpobupKy ana OKO (oTpuuaTenbHOro KOHTPoA)
MKO-2 HCV 10 mkn + 90 mkn OKO B NpobupKy ana NMKO (nosoKUTeNnbHOro KOHTPoNA)
PeareHT gna santoumn PHK 50% MKn B KaxKAyo NpobumpKy

Mpu aKcTpakuum 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 HCV 10 mKkn + 190 mkn OKO B NpobupKy ansa NMKO (NonoKUTeNbHOro KOHTPOA)
PeareHT gna anoumn PHK 100 mkn B KaXKAyto NPobuMpKy

Mpu aKcTpakuymum us 1000 mkn obpasua

Nccnepyemble obpasupl 1000 mkn B NPOBUPKM Ana nccnegyemoix 06pasuos

BKO B 10 mkn B KaxKAayto NpobumpKy

OKO 1000 mKkn B NpobupKy ana OKO (oTpuuaTenbHOro KOHTPoA)
MKO-2 HCV 10 mkn + 990 mkn OKO | B npobupky ansa NMKO (NoNoKUTENbHOFO KOHTPONS)
PeareHT gna santoumn PHK 100 mkn B KaxKAayto NpobupKy

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

Pernctpal MH e Pocagpasragzope
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OT-NUP C AETEKUMEN B PEXXUME «PEAJ/IbHOIO BPEMEHU»

BHMUMAHMUE! [ina BHeceHus B Npobupkm peareHToB, Npob PHK 1 KOHTpO/IbHbIX 06pa3LLOB MCNOAb30BaTh OAHOPA30BbIe

HAKOHEYHMKN C GUNbTPAMM.

1. PaccumTaTb 06bEMDI peareHTos, HEOGXO,EI,MMbIe AnAa npurotosBneHmA peaKLI,MOHHOﬁ CMecCH, cornacHo Ta6ﬂVILI,eZ

KOMNOHeHT peakuMoHHO cmecu | O6bem, MK O603HaueHus

Bydep D 10*(N+1)

Pearent TG 0,25*(N+1) ' N - konuyecTBO amnAMdMUMPYeMbix 06Pa3sLOB, BK/KOYASA
Tag nonnmepasa 1*(N+1) KOHTPOU

PesepTtasa R 0,25*(N+1)

BHMMAHMUE! HeobxoaMmo MUHUMU3MPOBATb BpeMs HaxoxKaeHus PeareHTa TG, Taq nonvmepasbl n PesepTasbl R npu
KOMHATHOM TemnepaType.

BHUMAHMUE! KomnoHeHTbl peakLMOHHON CMecu cefyeT CMELLMBATb HEMOCPeACTBEHHO nepea nposeaeHnem OT-MLP.
BHUMAHMUE! Hencnonb3oBaHHblE OCTATKN PEaKLUMOHHOM CMECU XPaHEHUIO HE NoAerKaT.

2. Pa3mopo3uTb peareHTbl. [epen cmellMBaHMEM peareHTOB MepemMellaTb COAEPrKMMOEe MNPOBUPOK C peareHTamu,
0CaZNTb Kann Ha BOpTEKCe.

3. MpuUroToBUTb PEaKUMOHHYIO CMecb, 106aBMB KOMNOHEHTbI B 06bemMax, paccumTaHHbIX B N. 1. MNepemellatb cMecb U
0CaZNTb Kanan Ha BOpTEKCeE.

4. OTo6paTbh HEObX0AMMOE KOANYECTBO CTPMMNOBaHHbIX Npobupok c MUP-cmecbto HCV ana nposegeHua OT-MLUP PHK
nccneayembix U KOHTPOJIbHbIX 06pa3sLoB.

5. Y6egutbca, 4To napadurH NOAHOCTBLIO NOKPbLIBAET PACTBOP Ha AHE NPOOUPOK. B NpOTMBHOM C/ly4Yae, He UCMO/b30BaTb
[aHHble NPOBUPKK.

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

Do6asnsaemblii peareHT / 06paseLl,

BHectn no 10 mkn

B Npobupkm c NLP-cmecbto HCV Ha noBepxHOCTb NapaduHa

MpUroToBNEHHON peakLMOHHON cMecH
P P BHUMAHME! PeakumoHHaa cmecb He A0AXKHA NPOBaMBaTbhCA NoA napaduH.

BHectn no 10 mkn

BHUMAHMUE! N36eraTb nonagaHua copbeHTa B peakLMOHHYH CMECh.

Mpo6bl PHK, aKcTparnpoBaHHoOM 13
nccnegyemoro obpasua

Mpobbl, 3kcTparnposaHHo 3 OKO B NpobupKy Ans obpasua OKO (oTpULATENbHOTO KOHTPOAA SKCTPAKLMM)

B NPOBMPKK oA uccnegyemblx obpasuos

PeareHT K- B NPo6MpPKy Ans obpasua K— (oTpuuatenbHoro KoHTpons OT-MLP)

Mpobbl, akcTparuposaHHoi 13 MKO-2 HCV | 8 npobupky ana obpasua MKO (N0A0XKUTeNbHOTO KOHTPO/IA)

7. Npu py4yHOM aHanM3e 3anNporpaMmmnpoBaTb amnaMGUKATOP C CUCTEMON SETEKLMU B PEKMME «PeasibHOro BPEMEHMU»
COrNAaCHO MHCTPYKLMM NO €ro MPUMEHEHMIO /1A BbINOJAHEHUA Caeaytowel Nporpammsi:

Pernctpal MH e Pocagpasragzope
Bepcmlﬁ%ﬁf&m | info@nevacert.ru 3



EauHana nporpamma amnanduKaumum u aetekumm GbayopecL,eHTHOro CUrHana

LKA Temnepatypa, °C Bpems JAeteKkuuna no KaHanam gna Konunuectso
! dnyopodopos LMKNOB
1 50 15 muH - 1
2 95 15 muH - 1
95 10c -
3 45
60 20c FAM, R6G3

MpumeyaHue - PekomeHayemble napameTpbl A48 MPOrPaMMMPOBAHMA aMMANGUKATOPOB yKasaHbl BO BKAagpille,
npunaraemom K Habopy.

BHUMAHMUE! lMpun ncnosb3oBaHUK nporpammHoro obecnedveHma FRT Manager nporpammupoBaHue amnandukatopa
YCTaHaB/IMBAETCA aBTOMATUUYECKMU.

8. lMepepn NocTaHOBKOM B aMNIMPUKATOpP NAAHLWETHOIO TUNA 0CaAUTb Kanau co CTEHOK NPobMpPoOK Ha BOpPTEKCE.

9. YCTaHOBUTL CTPUMbI B AYENKM PEaKLMOHHOIo moay/ia npubopa.

10.3anycTuTb BbINOJIHEHWE NPOrPaMMbl aMnINPUKaLUUKM € AeTeKumneln payopecLeHTHOTO CUTHaNA COTNAaCHO MHCTPYKUMK
Nno NPUMEHEHMIO UCMO/Ib3YeMOro amnanduKaTopa.

AHANU3, BbIYMUCNTEHUE N UHTEPMNPETALLUAA PE3Y/IbTATOB

BHUMAHMUE! Mpu pydyHOM aHanv3e o06paboTKy AaHHbIX (PpNYyOpPecueHTHbIX KPWBbLIX), NMOAYYEHHbIX B MPOrPaMmMHOM
obecneyeHnn npmbopa, ncnonbsyemoro aaa nposegeHna OT-MLUP c geTekumeln B pexnMme «peasibHOro BPeMEHU»,
NpPOBOAMTL COFNACHO MHCTPYKLIMM MO €r0 NPUMEHEHUI0. PeKomeHayemble napameTpbl 411 06paboTKM AaHHbIX YKa3aHbl
BO BKNaAplLle, MpuaaraeMom K Habopy.

AHanus, BblMUCNEHME M MHTEPNPETALUIO PE3YIbTAaTOB MOXHO NPOBOAUT:

- B aBTOMaTM4YECKOM peXuMme C WCMo/b30BaHMem nporpammHoro obecnedeHns FRT  Manager
(000 «MHTep/NabCepBuC», Poccus) cornacHo pyKOBOACTBY NOJ1b30BaTe A, BbibpaB METOAMKY, YKa3aHHYIO BO BKAajbllle,
npunaraemom K Habopy. PyKoBoacTBO Nonb3oBaTensa pasmeLleHo Ha oduumnanbHom cante OO0 «MHTep/labCepBurC» No
agpecy: https://www.interlabservice.ru/service/frt/;

- B PY4HOM perKMMe C NOMOLLbIO NporpamMmmMHoro obecneveHuns npmbopa, ncnonbsyemoro ana nposegeHuns OT-MNLP ¢
OeTeKUMEN B pexume «peanbHOro BpeMeHM», COrTacHO MHCTPYKLMKU NO ero NPUMEHEHMUIO U MHCTPYKLMK K Habopy.

3 letekumn curHana ans payopodopa R6G ocyliecTBaAseTCA No KaHaay AeTeKumu ana aHanornyHbelx ¢ayopodopos HEX, JOE, Yellow, VIC.
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KpaTKoe pykoBOACTBO
no NpumeHeHUo Habopa peareHToB A1 BbIABNEHNS
PHK Bupyca renatuta C (HCV) metogom OT-NLP
C fleTeKuMel B pexnme «peanbHOro BpemeHmn»

«AmnanMpanm® HCV-TecT»
no TY 21.20.23-208-09286667-2023

Ammullpaitm® HCV-Tect

dopma Bbinycka 3

P2162-13

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

Ten. (495) 620-08-73, e-mail: info@nextbio.ru
COCTAB
06bem,
KomnoHeHT OnucaHue . Konunuecrso
Mpo3payHan
MNUP-cmecb HCV HHAKOCTE, 0,01 100 npobupok
packanaHa nog,
napadwuH
Mpo3payHan
Bydep D HULKOCTb 0,6 2 npobupKun
PeareHT TG Mpo3pauHan 0,015 2 NpobMpKK
KUIAKOCTb
Taq noanmepasa Mpo3paunan 0,06 2 npobupKun
KUIAKOCTb
PesepTtasa R Mpo3pasiHas 0,015 2 npobupKun
KUIAKOCTb
MKO-2 HCV Mpo3pauHan 0,025 | 4 npobupku
KUIAKOCTb
BKO B Mpo3pasiHas 0,6 2 npobupKun
KUIAKOCTb
OKO Mpo3pauHan 1,1 2 NpobMpPKK
KUIAKOCTb
K- Mpo3pasiHas 0,3 2 npobupKun
KUIAKOCTb

Habop peareHTOB paccyMTaH Ha NpPOBEAEHWE UCCAeAOBAHMA
100 06pasu0oB, BK/OYAA KOHTPOJIN.

Bep Permctpanusd 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 3

MHCTpYKUMA no B 3/1EKTPOHHOM BMAe No agpecy:

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

PYKOBOACTBO
KomnnekTr

o B bBymarkHom Buae
BKaAblLLen
XPAHEHUE

YcnoBusa xpaHeHuA Habopa

Habop xpaHuTb Npn TemnepaType ot —24 o — 16 °Cs
3alLMLLEHHOM OT cBeTa mecTe. Heobxoaumo
MWHMMMN3MPOBATbL BpemA HaxoXaeHuAa PeareHTa TG,
Taq nonnmepasbl 1 PeepTasbl R npyM KOMHaTHOM
TemnepaType. KoHTponbHble 06pasupl (MKO-2 HCV, BKO B
1 OKO) nocne pasmopo3KM XpaHWUTb NpKu TemnepaType
oT 2 go 8 °C B TeyeHue 6 mecAues. He gonyckaeTca
NOBTOPHasA 3aMOpPO3Ka KOHTPOJIbHbIX 06pa3LLoB.


http://www.nextbio.ru/

SKCTPAKLUUA PHK U3 UCCNNEAYEMOTO MATEPUANIA

Ona skctpakuumn PHK ucnonb3osaTb Habopbl peareHToB, peKoMeHA0BaHHble MpousBoauTeNnem B UHCTPYKUUU MO
npumeHeHuntio Habopa «Amnaunlpanm® HCV-tect». Mopsagok paboTbl ¢ Habopamu ans akcTpakumm HK cmoTpute B
WHCTPYKLMM MO UX NPUMEHEHWIO.

BHUMAHME! [na skcTpakumm n3 100 mka nccnegyemoro obpasiia ncnosibsyetca Komnaekt «Amnaunlpainm PUBO-npeny», n3
200 nan 1000 mKn — «MarHolpanm® YnbTpa» unu gpyrue Habopsbl, pPEKOMEHAYEMbIE B UHCTPYKLMW MO NPUMEHEHUIO Habopa.

BHMUMAHMUE! PeareHt BKO B BHOCMTCA B KaxKayto NPOBUPKY C MccaeayemMbiMU U KOHTPOAbHbIMU obpasuamu (BKatoyan
NMOIOXKUTE/NbHbIA M OTPUL,ATE/IbHBIN KOHTPON).

O6bembl peareHToB 1 Uccaeayemblix 06pa3LUoB, NCNO/b3yemble NPK 3KCTPakummn PHK ¢ nomoLLbio peKoMeHayeMbIX
HabopoB peareHTOB, YKa3aHbl B TabuLe HUKe.

Do6aBnsaemblii peareHT / o6paseLl,

Mpu aKkcTpakuum us 100 mkn o6pasua

Uccnepyembie obpasubl 100 mkn B NpobupKn gnsa nccaeayembix ob6pasLos

BKO B 10 mkn B KaxKAyto NPobupKy

OKO 100 mkn B NpobupKy ana OKO (oTpuuaTenbHOro KOHTPoA)
MKO-2 HCV 10 mkn + 90 mkn OKO B NpobupKy ana NMKO (nosoKUTeNnbHOro KOHTPoNA)
PeareHT gna santoumn PHK 50! MKn B KaXKAayto NPobupKy

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 KOHTPoNs)
MKO-2 HCV 10 mKkn + 190 mkn OKO B NpobupKy ansa NMKO (NonosKnTenbHOro KOHTPoA)
PeareHT gna anoumn PHK 100 mkn B KaXKAyto NPobuMpKy

Mpu aKcTpakuumu us 1000 mkn obpasua

Nccnepyemble obpasupl 1000 mkn B NPOBUPKM Ana nccnegyemoix 06pasuos

BKO B 10 mkn B KaxKAayto NpobumpKy

OKO 1000 mKkn B NpobupKy ana OKO (oTpuuaTenbHOro KOHTPoA)
MKO-2 HCV 10 mkn + 990 mkn OKO | B npobupky ansa NMKO (NoNoKUTENbHOFO KOHTPONS)
PeareHT gna santoumn PHK 100 mkn B KaxKAayto NpobupKy

1 MNpn HeobxoAMMOCTH JOMYCKAETCA yBennyeHne o6bema anoumm 1o 90 MmKA.
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OT-NUP C AETEKLUUEN B PEXXUME «PEAJIbHOIO BPEMEHU»

BHMUMAHMUE! [ina BHeceHus B Npobupkm peareHToB, Npob PHK 1 KOHTpO/IbHbIX 06pa3LLOB MCNOAb30BaTh OAHOPA30BbIe

HAKOHEYHMKN C GUNbTPAMM.

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

KOMNOHeHT peakuMoHHO cmecu | O6bem, MK O603HaueHus

Bydep D 10*(N+1)

Pearent TG 0,25*(N+1) ' N - konuyecTBO amnAMdMUMPYeMbix 06Pa3sLOB, BK/KOYASA
Tag nonnmepasa 1*(N+1) KOHTPOU

PesepTtasa R 0,25*(N+1)

BHMMAHUE! Heob6xoaMmo MMHUMMU3NPOBATL BPEMSA HaxoxaeHusa PeareHta TG, Taq nonumepasbl U PesepTasbl R npu
KOMHATHOM TemnepaType.

BHUMAHMUE! KomnoHeHTbl peakLMOHHON CMecu cefyeT CMELLMBATb HEMOCPeACTBEHHO nepea nposeaeHnem OT-MLP.
BHUMAHMUE! Hencnonb3oBaHHblE OCTATKN PEaKLUMOHHOM CMECU XPaHEHUIO HE NoAerKaT.

2. Pa3mopo3uTb peareHTbl. [epen cmellMBaHMEM peareHTOB MepemMellaTb COAEPrKMMOEe MNPOBUPOK C peareHTamu,
0CaAnTb Kamnau Ha BOpTeKce.

3. MpUroToBUTb PEaKUMOHHYIO CMecb, 106aBMB KOMNOHEHTbI B 06bemax, paccumTaHHbIX B N. 1. MNepemeluatb cMecb U
0caguTb Kan/u Ha BopTekce.

4. OTobpaTb Heobxoanmoe Koamnyectso npobupok ¢ MUP-cmecbio HCV ans nposeaenua OT-MUP PHK nccneayembix u
KOHTPObHbIX 06pa3LoB.

5. Yb6eauntbcea, 4To NnapaduH NOAHOCTLIO NOKPbIBAET PAaCTBOP Ha AHE NPo6UPOK. B NpoTUBHOM ciyyae, He MCNoJib30BaTb
[aHHble NPOBUPKK.

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

Do6asnsaemblii peareHT / 06paseLl,

BHectn no 10 mkn

B Npobupkm c NLP-cmecbto HCV Ha noBepxHOCTb NapaduHa

MpUroToBNEHHON peakLMOHHON cMecH
P P BHUMAHME! PeakumoHHaa cmecb He A0AXKHA NPOBaMBaTbhCA NoA napaduH.

BHectn no 10 mkn

BHUMAHMUE! N36eraTb nonagaHua copbeHTa B peakLMOHHYH CMECh.

Mpo6bl PHK, aKcTparnpoBaHHoOM 13
nccnegyemoro obpasua

Mpobbl, 3kcTparnposBaHHoi n3 OKO B NpobupKy Ans obpasua OKO (oTpULATENbHOTO KOHTPOAA SKCTPAKLMM)

B NPOBMPKM ANA uccnepyemblx 06pasLoB

PeareHT K- B NPo6MpPKy Ans obpasua K— (oTpuuatenbHoro KoHTpons OT-MLP)

Mpobbl, akcTparuposaHHoi 13 MKO-2 HCV | 8 npobupky ana obpasua MKO (N0A0XKUTeNbHOTO KOHTPO/IA)

7. Npu py4yHOM aHanM3e 3anNporpaMmmnpoBaTb amnaMGUKATOP C CUCTEMON SETEKLMU B PEKMME «PeasibHOro BPEMEHMU»
COrNAaCHO MHCTPYKLMM NO €ro MPUMEHEHMIO /1A BbINOJAHEHUA Caeaytowel Nporpammsi:

Pernctpal MH e Pocagpasragzope
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EauHana nporpamma amnanduKaumm v aetekummn ¢pyopecu,eHTHOro CMrHana

LKA Temnepatypa, °C Bpems JAeteKkuuna no KaHanam gna Konunuectso
! dnyopodopos LMKNOB
1 50 15 muH - 1
2 95 15 muH - 1
95 10c -
3 45
60 20c FAM, R6G?

MpumeyaHue - PekomeHayemble napameTpbl A48 MPOrPaMMMPOBAHMA aMMANPUKATOPOB YKasaHbl BO BKAadpllle,
npunaraemom K Habopy.

BHUMAHMUE! lMpun ncnosb3oBaHUK nporpammHoro obecnedveHma FRT Manager nporpammupoBaHue amnandukatopa
YCTaHaB/IMBAETCA aBTOMATUUYECKMU.

8. lMepepn NocTaHOBKOM B aMNIMPUKATOpP NAAHLWETHOIO TUNA 0CaAUTb Kanau co CTEHOK NPobMpPoOK Ha BOpPTEKCE.

9. YcTaHOBUTbL NPOBUPKK B AYENKM PEaKLMOHHOIO Moay/ia npubopa.

10.3anycTuTb BbINOJIHEHWE NPOrPaMMbl aMnINPUKaLUUKM € AeTeKumneln payopecLeHTHOTO CUTHaNA COTNAaCHO MHCTPYKUMK
Nno NPUMEHEHMIO UCMO/Ib3YeMOro amnanduKaTopa.

AHANU3, BbIYMUCNTEHUE N UHTEPMNPETALLUAA PE3Y/IbTATOB

BHUMAHMUE! Mpu pydyHOM aHanv3e o06paboTKy AaHHbIX (PpNYyOpPecueHTHbIX KPWBbLIX), NMOAYYEHHbIX B MPOrPaMmMHOM
obecneyeHnn npmbopa, ncnonbsyemoro aaa nposegeHna OT-MLUP c geTekumeln B pexnMme «peasibHOro BPeMEHU»,
NpPOBOAMTL COFNACHO MHCTPYKLIMM MO €r0 NPUMEHEHUI0. PeKomeHayemble napameTpbl 411 06paboTKM AaHHbIX YKa3aHbl
BO BKNaAplLle, MpuaaraeMom K Habopy.

AHanus, BblMUCNEHME M MHTEPNPETALUIO PE3YIbTAaTOB MOXHO NPOBOAUT:

- B aBTOMaTM4YECKOM peXuMme C WCMo/b30BaHMem nporpammHoro obecnedeHns FRT  Manager
(000 «MHTep/NabCepBuC», Poccus) cornacHo pyKOBOACTBY NOJ1b30BaTe A, BbibpaB METOAMKY, YKa3aHHYIO BO BKAajbllle,
npunaraemom K Habopy. PyKoBoacTBO Nonb3oBaTensa pasmeLleHo Ha oduumnanbHom cante OO0 «MHTep/labCepBurC» No
agpecy: https://www.interlabservice.ru/service/frt/;

- B PY4HOM perKMMe C NOMOLLbIO NporpamMmmMHoro obecneveHuns npmbopa, ncnonbsyemoro ana nposegeHuns OT-MNLP ¢
OeTeKUMEN B pexume «peanbHOro BpeMeHM», COrTacHO MHCTPYKLMKU NO ero NPUMEHEHMUIO U MHCTPYKLMK K Habopy.

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

no NpuMeHeHuIo Habopa peareHToB 414 BbISBIEHMSA
PHK Bupyca renatuta C (HCV) metogom OT-MLIP
C AeTeKuMel B pexkMme «peasibHoro BpemMeHn»
«AmnanMpanm® HCV-TecT»
no TY 21.20.23-208-09286667-2023

Ammullpaitm® HCV-Tect

dopma Bbinycka 4

2162-14

000 «Hekctbno», Poccus, 111394,
d r. Mocksa, ya. NonvmepHas, 4. 8, cTp. 2
Ten. (495) 620-08-73, e-mail: info@nextbio.ru

COCTAB
06bem,

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

8 Npobupok)
MKO-2 HCV 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 paccyMTaH Ha NpoBeAeHNe UccneaoBaHuA
96 06pasLLOB, BKAOYAS KOHTPOJIN.

Bep Permctpanusd 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

KOMNJIEKTHOCTb

KomnoHeHT dopmar

Habop peareHToB ¢dopma BbinycKa 4

MHCTpyKumnA no
NPUMEHeHu1Io

B 3/IEKTPOHHOM BUAE MO agpecy:
www.nextbio.ru
B 3/IEKTPOHHOM BUAE MO agpecy:

[MacnopT KayecTBa .
www.nextbio.ru

KpaTtkoe
B bymaxkHOM Buae
PYKOBOACTBO
KomnnekTt
o B bBymarkHom Buae
BKNaAblWen
XPAHEHUE

YcnoBua xpaHeHua Habopa

Habop 6epeyb OT BNarn. XpaHuTb Npu Temnepatype
oT 2 go 8 °C B 3alMLLEHHOM OT CBETA MecTe.

BoccTaHoBAEHHbIE KOHTPObHbIe 06pa3Lbl (MKO-2 HCV Lyo,
BKO B Lyo) xpaHuTb npu Temnepatype oT 2 Ao 8 °C He 6onee

3 mecaues. MUP-cmecb HCV Lyo xpaHuTb B nakeTe C

cunnKarenem. YNakoBky ¢ IMOGUAN3UPOBAHHBIMU

peareHTamMmun Heo6X0AMMO BCKPbIBAaTb HEMOCPEACTBEHHO
nepej ux BocctaHoBneHnem. He gonyckaeTtca
3aMoparkMBaHMe peareHToB Habopa.


http://www.nextbio.ru/

SKCTPAKLUUA PHK U3 UCCNNEAYEMOTO MATEPUANIA

Ona skctpakuumn PHK ucnonb3osaTb Habopbl peareHToB, peKomeHAoBaHHble [pousBoauTenem B MHCTPYKLMM MO
npumeHeHuntio Habopa «Amnaunlpanm® HCV-tect». Mopsagok paboTbl ¢ Habopamu ans akcTpakumm HK cmoTpute B
WHCTPYKLMM MO UX NPUMEHEHWIO.

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

BHUMAHMUE! PeareHT BKO B Lyo BHOCUTCA B Kaxayto NPOBUPKY C MccnenyemMbiMu U KOHTPOIbHbIMM 06pasu,amm (BKAoYas
NMOIOXKUTE/NbHbIA M OTPUL,ATE/IbHBIN KOHTPON).

BHUMAHMUE! PeareHTbl MKO-2 HCV 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 HCV Lyo 25
BKO B Lyo 600

O6bembl peareHToB 1 Uccaeayemblix 06pasLoB, NCNO/b3yemble NPU 3KCTPakumm PHK ¢ nomMoLLbio peKoMeHayeMbIX
HabopoB peareHTOB, YKa3aHbl B TabuLe HuKe.

Do6asnaemblii peareHT / o6paseLl,

Mpu aKcTpakuum us 100 mkn obpasua

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

MKO-2 HCV Lyo (BoccTtaHOBAEHHbINW) | 10 mkn + 90 mkn OKO | B npobupky ansa NMKO (NonoKnTenbHOro KOHTPoNs)
PeareHT gna sanoummn PHK 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 HCV Lyo (BocctaHoBNeHHbIM) | 10 mka + 190 mkn OKO | B npobupky ana MKO (NonoXnTeNbHOTo KOHTPOASA)
PeareHT gna anoummn PHK 100 mkn B KaXKAyto NPobuMpKy

Mpwu 3KcTpakumm us 1000 mka obpasua

Uccnepyemble 0bpasubl 1000 mKkn B NPOOMpPKM Ans uccnegyembix 06pasLos
BKO B Lyo (BoccTaHOBAEHHbIN) 10 mkn B Kaxayto NpobupKy
OKO 1000 mKn B NpobupKy ana OKO (oTpuuaTeNbHOro KOHTPOoA)

MKO-2 HCV Lyo (BoccTtaHOBAEHHbINW) | 10 Mk + 990 mkn OKO | B npobupky ansa NMKO (NoNoKMTenbHOro KOHTPoNs)

PeareHT gna sanoummn PHK 100 mkn B Kaxayto NpobupKy

1 MNpn HeobxoAMMOCTH JOMYCKAETCA yBennyeHne o6bema anoumm 1o 90 MmKA.
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OT-NUP C AETEKLUUEN B PEXXUME «PEAJIbHOIO BPEMEHU»

BHMUMAHMUE! [ina BHeceHus B Npobupkm peareHToB, Npob PHK 1 KOHTpO/IbHbIX 06pa3LLOB MCNOAb30BaTh OAHOPA30BbIe

HAKOHEYHMKN C GUNbTPaAMM.

1. OTob6paTb HEOHBXOANMOE KONMYECTBO CTPMNOBaHHbIX Npobupok c MLP-cmecblo HCV Lyo ans nposegeHus OT-MLUP PHK

ncenegyembixX U KOHTPOJTbHbIX 06p63LI,OB.

2. BHectn B npobupku c NLP-cmecbto HCV Lyo ob6pa3subl cornacHo Tabauvue:

BHectn no 20 mkn

Do6aBnsaemblii peareHT / o6paseLl,

BHUMAHMUE! N36eraTb nonagaHusa copbeHTa B peakLMOHHYI0 CMECH.

Mpo6bl PHK, aKkcTparMpoBaHHOM U3 nccaegyemoro

obpasua
Mpobbl, 3KcTparnposaHHol ns OKO

Pasbasutenb

Mpobbl, akcTparnposaHHo 13 NMKO-2 HCV Lyo

B MPOBUPKK ANa ncciegyembix 06pasuos

B NpobupKy ans obpasya OKO (oTpuLaTenbHOro KOHTpoA
SKCTpaKLmm)
B NpobupKy ana obpasua K- (otpuuatensHoro koHtpona OT-MLP)

B NPobUpKy Ana obpasua MKO (NonoKMTENbHOTO KOHTPOSA)

3. Mpu py4yHOM aHaM3e 3anporpammmnpoBaTb aMnaMdUKaTop C CUCTEMON AETEKLUN B PEKUME «PEasibHOro BpemMeHn»

COTNACHO MHCTPYKLMM MO €r0 NPUMEHEHUNIO ANA BbINONHEHMA Cheaytowein Nporpammsl:

EauHana nporpamma amnanduKaumm u getekummn ¢p1yopecueHTHOro CMrHana

LUnkn Temnepartypa, °C
1 50
2 95
95
3
60

Bpemsa

15 muH
15 muH
10c
20c

JeTteKkuma no KaHanam gna KonunuectBo
dnyopodopos LMUKNOB
- 1
- 1
- 45
FAM, R6G?

MpumeyaHue - PeKkomeHayemble napameTpbl ANs MPOrpaMmMMUpoBaHMA amnaMdMKaTopoB yKasaHbl BO BKAagbllle,

npunaraemom K Habopy.

BHUMAHMUE! MNpu ucnonb3oBaHMM nporpammHoro obecnedyeHus FRT Manager nporpammupoBaHue amnanduKkaTopa

YCTaHaB/INBaeTCA aBTOMaTUYECKMU.

4. Mepep, NOCTaHOBKOW B aMI'Il'IMd)MKaTOp NNaHWETHOro TMna oCaanTb Kan/in CO CTEHOK I'IpO6MpOK Ha BOPTEKCE.

5. YCTaHOBMWTb CTPUMbI B AYEMKM peaKkLMoHHOro moayna npubopa.

6. 3aI'IYCTl/ITb BbIMOJ/IHEHUNE NPOrpammbl aMI'IfII/Id)VIKaLI,VIM C ILI,ETEKLI,I/IEI‘/JI d)nyopecu,eHTHoro CUrHana CornaCcHoO MHCTPYKUnn

no NpUMeHeHU0 NCNo/1b3yemMoro amnnmd)MKaTopa.

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 pydyHOM aHanmse ob6paboTKy AaHHbIX (PpayopecLeHTHbIX KPMBbLIX), MOJIYYEHHbIX B NMPOrpammMHOM
obecneyeHun npubopa, ncnonblyemoro ana nposegeHus OT-MLUP c geTekuumein B perKUMe «peasibHOro 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  MUCNo/Ab30BaHMEM nNporpammHoro 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 Py4HOM peXxnMe C NOMOLLbI0 MporpammHoro obecneyeHmsa npubopa, ncnonbsyemoro ana nposegeHuna OT-MLP ¢
[EeTeKUMEN B peXxume «peanbHOro BpeEMEHM», COFTACHO MHCTPYKLMKW MO ero NPUMEHEHUIO U MHCTPYKLMU K Habopy.
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