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CMUCOK COKPALLEHWUIA U OBO3HAYEHUI

Ct — Cycle threshold (noporosbiii unkn)

HCV — Hepatitis C virus

BKO — BHYTPEHHMI KOHTPObHbIN 0bpasel,

BO3 — BCeMMpHaa opraH13auna 34paBoOXpPaHEHNA
ME —  MeXAyHapoAHble e uHMLbI

OHK —  [e30KcMpUMBbOHYKNenMHOBasA KNCNOTa
JHKa3za —  [Ae30KCcUpUbOoHYyKNeasa

AHTO —  [Ae30KcupunboHyKkneotnaTpudocdatol

— KomnnemeHTapHas [HK, nonyyaemas B peakumm obpaTHOM TPAHCKPUNLLMM HA

KAHK maTpuue PHK
oT-nup — obpaTHaa TPaHCKPUNUMA U NONMMEpPA3Han LenHasa peakums
HK — HYKJIEMHOBAaA KUC/IOTa
NKO —  MONOXMUTeNbHbIA KOHTPONbHbIN 0bpasel
K- — oTpuuaTtenbHbli KoHTpoab OT-MLP
OKO — OTpuUATeNbHbI KOHTPOAbHbIM 0bpa3eL, SKCTPaKL MK
MnLupP — noanmepasHaa uenHaa peakuua
PHK — puOOHYKNEeNHOBas KUC/OTa
PHKa3a — pwboHykneasa
Py —  perucrpaumoHHoe yaocToBepeHue
TY — TexHuYecKue ycnosua
yar — ypauun-AHK-rankosmnasa
HAMMEHOBAHUE U3OENNA

Habop peareHtoB ana sbisisneHns PHK Bupyca renatuta C (HCV) metomom OT-MUP c agetekumen B
pernme «peanbHoro spemeHn» «Amnamlpaiim® HCV-tect» no TY 21.20.23-208-09286667-2023.

[anee no Tekcty ynotpebnaercsa KpaTkoe HanmeHoBaHue: Habop peareHtoB « Amnanlpanm® HCV-Tecty,
a TaKe CokpalleHue Habop peareHTOB.
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1. HASHAYEHUE

1.1. Habop peareHToB «Amnaulpaiim® HCV-tecT» npegHasHayeH ana BbiaBneHns PHK Bupyca
renatuta C (HCV) B nnasme kposu metogom OT-MUP ¢ rubpuamnsaumoHHo-GpAyopecLeHTHOM AeTekumnen
NPOAYKTOB aMNINPUKALMM B PEXKUME «PeaNbHOrO BPEMEHWUY,

1.2. Marepuanom gns nposegerHuns OT-MNUP cay*aT npobbl PHK, skcTparnpoBaHHble U3 Ucciesyemoro
MaTepKnana c NomMoLLbio HabopoB peareHToB, PEKOMEHA0BaHHbIX B pasaene MHCTPYKLUMU «JononHUTeNbHOe
obopyaoBaHMe U MaTepuanbi».

1.3. ®dyHKUMOHaNbHOe HasHayeHue: Habop peareHTOB NpefHasHayeH ANA AMArHOCTMKM in Vitro
(sbinBneHne PHK Bupyca renatuta C (HCV) metogom OT-MNLP B nhasme Kposu).

1.4. TMokKasaHMA K NpoBeAeHWMo uccnedosaHusa: Habop peareHTOB MCNO/b3yeTca B KAMHUYECKOW
nabopaTopHOM AMarHOCTMKe s CCNef0BaHMNA NAa3Mbl KPOBM, MOIYYEHHOM OT 1L, C AMArHO30M BUMPYCHbIV
renatuT C (nocne NOMOMKMUTENbHOMO CEPOIOrMYEcKoro TecTa), AnA AMarHOCTUKM BUpYCHoro renatuta C, a
TaKXKe 418 CKPUHUHIA U MOHUTOPUHTa 3GPEKTUBHOCTU fledeHus BUpYcHoro renatuta C. PesynbTaTtbl
MLUP-1ccnenoBaHmA yuMTbIBAOTCA B KOMIMIEKCHOM AMArHOCTMKe 3aboseBaHus.

1.5. MNpumeHeHMe Habopa peareHToB He 3aBUCUT OT NMONYAALMOHHBIX U AeMorpadnyeckmx acneKkTos.

1.6. MNoTeHuuanbHble nosnb3oBaTenn: Habop peareHTOB [O/IKEH  WMCMNOJ/b30BATbCA  TOJIbKO
KBanMdUUMPOBaAHHbIM, 0by4YeHHbIM (B 061aCTU KAMHUYECKOM NnabopaTopHON AMArHOCTUKKM) NepcoHanom
(Bpaun KNUHUYecKon nabopaTopun U MmeanUMHCKME NabopaTopHble TEXHUKKU, 0B6yYeHHbIe MOEKYNAAPHbIM
6MoNOrMYECKMM METOAUKaM).

1.7. anIMEHﬂTb H360p peareHToB CTPOro No HasHa4YeHMK COrnacHO MHCTPYKLLMK NO NMPUMEHEHMUIO.

1.8. MpoTMBOMNOKasaHMA K NpPUMEHeHWno: HapylweHue LenoCTHOCTM YMaKOBKM, WCTEKWWIA CPOK
rogHocTn, HecobntoaeHue TPebOBaHNN NHCTPYKUMNMN.

2. XAPAKTEPUCTUKUN HABOPA

2.1. ®opmbl BbiNyCKa, COCTaB U KOMMNIEKTHOCTb

Habop peareHTOB BbiNycKaeTcA B YeTbipex dopmax (cocTaB Habopa M KOMMNEKTHOCTb NOCTaBKM YKa3aHbl
B Tabanue 1 mM 2 cooTBeTcTBEHHO). Bce ¢dopmbl npeaHasHayeHbl AnA NpoBeAeHMA peakuuu obpaTHow
TpaHcKpunummn PHK 1 amnandukaumm OHK c rubpuansaumoHHo-bayopecLeHTHON AeTeKumen npoayKToB
amnandurKaLmm B perMme «peanbHoro BpemeHm». [1na npoBegeHns NosHOro nuccnenoBaHma Heob6xoaMmo
MCMNob30BaTb Habopbl peareHToB AnA aKcTpakuum HK, pekomeHaoBaHHble B pasgene «JONoOAHUTENbHOE
obopynoBaHue n matepuanbi».

®dopma BbinycKa 1 BKAoyaeT cmeck ana nposeaeHua OT-MNLUP B npobupke obbemom 1,5 nam 2 mn ans
003MpOoBaHUA B Atobble TUNbl MNpobupok. Popma npegHasHayeHa A1A MNPUMEHEHUS COBMECTHO C
amnanduKkaTopamu NAAHWETHOrO M POTOPHOrO TUMA WM paccyMTaHa Ha NpPoBeAeHUE WCCAefoBaHMA
100 06pa3uoB, BKAOYAA KOHTpoaM. Popma MoKeT ObiTb UCMOb30BaHa KaK A/ PYYHOW PaACcKamnKu, TaKk u
COBMECTHO C aBTOMATUYECKMMM CTaHLMAMM A1A NPUFOTOBAEHNA U AO3MPOBAHNA PEAKLMOHHbIX CMeCeir.

dopma BbinNycKa 2 BKAOYaeT cmecb A nposegeHus OT-MNLP, packanaHHyto nog npocaonky napaduHa
no cTpunoBaHHbIM (12,5 cTpunos no 8 npobupok) npobupkam obvemom 0,2 ma. Popma npeaHasHayeHa ann
NPUMEHEHUA COBMECTHO C aMnAMPUKATOpPamMM MNAAHWETHOrOo TUMNA M paccyMTaHa Ha nNpoBeAeHue
nccneposaHma 100 06pasLLoB, BKAKOYAA KOHTPOIN.
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dopma BbinycKa 3 BKAOYaeT cMecb A5 nposeaeHna OT-MLP, packanaHHyto nog Npocioiky napaduHa
no npobupkam obvemom 0,2 ma. Popma NpeaHasHauYeHa 4158 TPUMEHEHUA COBMECTHO C amnanduKaTopamm
NAaHLLIETHOrO M POTOPHOrO TMMA M paccyMTaHa Ha nposegeHue uccneaosaHua 100 o6pasuos, BKAOYas

KOHTPO/IN.

®dopma Bbinycka 4 BKAOYAET MMODUNN3NPOBAHHYIO cmecb ana npoBegeHna OT-MLP B cTpMnoBaHHbIX
npobupkax (12 ctpunos no 8 npobupok) obbemom 0,2 mn. dopma npegHasHayeHa ANA NPUMEHEHMA
COBMECTHO € amnanduKaTopamu MAQHWETHOro TWMA M paccyMTaHa Ha NpOBeAEeHWE MCCNea0BaHUA

96 06pas3LOB, BKAKOYAA KOHTPOJIN.

PeareHT

MuP-cmecb HCV

Bydep C

PeareHTt TG

Taq nonnmepasa

PesepTtasza R
MKO-2 HCV
BKO B

OKO

K-

MNUP-cmecb HCV

Bbydep D

PeareHT TG

Taq nonnmepasa

PesepTtasza R
MKO-2 HCV
BKO B

OKO

K-

06bem, mn

0,6

0,3

0,015

0,06

0,015
0,025
0,6
1,1

0,3

0,01

0,6

0,015

0,06

0,015
0,025
0,6
1,1

0,3

Tabnuvua 1

CocTaB Habopa

Konuuectso

OnucaHue

®dopma Bbinycka 1

2 npobupKkn

2 npobupKkn

2 NpobUpPKK

2 NpobUpPKK

2 npobupKn
4 npobupkn
2 npobupKn
2 NpobUpPKK

2 NpobUpKK

BydepHbIii pacTBOp Co cneunduryeckMmm npaimepamm,
bnyopecueHTHO-MmeYeHbIMM 30HAaMU U AHTO.
[Mpo3payvyHan *KMOKOCTb.

BydepHbIit pacTBop, coaep Kalinii MOHbI ABYXBAJIEHTHOIO
MarHms.

Mpo3payHasn *KUAKOCTb.

BydepHbIii pacTBOp, coaeprKawmii 1-Tnornmuepon.
[Mpo3payvyHan *KMOKOCTb.

PactBop ¢ TepmoctabunbHoi AHK-nonnmepasoi Taq 1 ypauun-
[OHK-rnnkosnnason.

Mpo3payHasn *KUAKOCTb.

BydepHsbIi pactBop ¢ PHK-3aBucumolit JHK-nonnmepasoli.
[Mpo3payvyHan *KMOKOCTb.

MonoxnTenbHbI KOHTPObHbLIN 06pasel,.

[Mpo3payvyHan *KMOKOCTb.

BHYTpEeHHMI KOHTPOIbHBIN 0b6paseL.

Mpo3payHasn *KUAKOCTb.

OTpuuaTenbHbI KOHTPOIbHbIN 06paseL.

[Mpo3payvyHan *KMOKOCTb.

OTpuuaTenbHbI KOHTPObHbIN 0bpased,.

Mpo3payHasn *KUAKOCTb.

®dopma Bbinycka 2

100 npobupok

(12,5 ctpunos
no
8 npobupok)?

2 npobupKun
2 NpobUpKK
2 npobupKun

2 NpobUpKK
4 npobupkm
2 NpobUpKK
2 NpobUpPKK

2 npobupKn

BydepHbIii pacTBOp CO cneundryeckMmm npaimepamm,
dnyopecueHTHO-MeYeHbIMU 30HAaMM U AHTO.
Mpo3payHasn }KMAKOCTb, packanaHa B CTPUMNOBaHHbIE MPOBUPKM
nog napaduH 6enoro uBeTa.

BydepHbIii pacTBOp, COAEPHKALUMI MOHBI ABYXBAaNEHTHOIO
MarHms.

[Mpo3payvyHas *KMOKOCTb.

BydepHbIit pacTBop, cogepKawmin 1-Tnornmuepon.
[Mpo3payvyHan *KMOKOCTb.

PacTtBop c TepmocTabunbHoit AHK-noanmepasoi Taq v ypaumn-
OHK-rnnko3snnason.

[Mpo3payvyHan *KMOKOCTb.

BydepHbIt pacteop ¢ PHK-3aBucumoit AHK-nonnmepasoii.
[Mpo3payvyHan *KMOKOCTb.

MonoKNTeNbHbIM KOHTPOIbHLIN 06pasel,.

Mpo3payHasn *KUAKOCTb.

BHYTpEHHMIN KOHTPOIbHBIN 0b6paseL.

[Mpo3payvyHan *KMOKOCTb.

OTpuuaTenbHbI KOHTPObHbIN 0bpasel,.

Mpo3payHasn *KUAKOCTb.

OTpuuaTenbHbI KOHTPOIbHbIN 06paseL.

Mpo3payHasn *KUAKOCTb.

1 Mpobupku c ronybbim napadpuHOM He UCNOb3YIOTCA.
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PeareHT

MuP-cmecb HCV

Bydep D

PeareHTt TG

Taq nonnmepasa

PesepTtasza R
MKO-2 HCV
BKO B

OKO

K-

MuP-cmecb HCV
Lyo

MKO-2 HCV Lyo
BKO B Lyo

OKO

Pasbasutensb
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06bem, mn

0,01

0,6

0,015

0,06

0,015
0,025
0,6
1,1

0,3

1,1

1,2

Konuuectso

OnucaHue

®dopma Bbinycka 3

100 npobupok

2 NpobUpPKK

2 npobupKn

2 NpobUpPKK

2 npobupKn
4 npobupkm
2 NpobUpKK
2 npobupKn

2 npobupKn

BydepHbIii pacTBOp Co cneunduryeckMmm npaimepamm,
bnyopecueHTHO-MmeYeHbIMM 30HAaMU U AHTO.
Mpo3payHasn *KMAKOCTb, packanaHa nog napaduH.
BydepHbIit pacTBOp, MOHbI ABYXBAJIEHTHOrO MarHus.
[Mpo3payvyHan *KMOKOCTb.

BydepHbIt pacTBop, cogepKawmin 1-Tnornmuepon.
Mpo3payHasn *KUAKOCTb.

PactBop c TepmocTabunbHoit AHK-noanmepasoin Taq v ypaunn-
OHK-rnnkosnnason.

[Mpo3payvyHan *KMOKOCTb.

BydepHbIit pactBop ¢ PHK-3aBucumoit AHK-nonnmepasoii.
Mpo3payHasn *KUAKOCTb.

MonoKnTenbHbIM KOHTPObHLIN 06pasel,.

[Mpo3payvyHan *KMOKOCTb.

BHYTpeHHMI KOHTPObHbIN 0bpaseL.

[Mpo3payvyHan *KMOKOCTb.

OTpuuaTenbHbI KOHTPOIbHBIN 06paseL.

Mpo3payHasn *KUAKOCTb.

OTpuuaTenbHbI KOHTPOIbHbIN 06paseL.

[Mpo3payvyHan *KMOKOCTb.

®dopma BbinycKa 4

96 npobupokK
(12 cTpunos
no 8
npo6bupok)

4 npobupkm
2 NpobUpKK

2 npobupKkn

2 NpobUpKK

NnodununsmnposarHasn MNLP-cmecs, cogepkallan
cneuunounyeckune npamepsl, GayopecueHTHO-MeYeHble 30HAbI,
LAHT®, noHbl ABYXBaneHTHOro marHmsa, ypauun-AHK-
rnnKkosnnasy, TepmoctabunoHyto HK-nonnmepasy Tagq,
[EKCTpaH, Tperanosy.

Nnodpunusat 6enoro upeTa.

MonoKnTeNbHbIM KOHTPOIbHLIV 06pasel,.

Nnodpunusat 6enoro uBeTa.

BHYTpeHHMI KOHTPObHbIN 0bpaseL.

Nnodunusar 6enoro useTa.

OTpuuaTenbHbI KOHTPObHbIN 0bpasel,.

Mpo3payHas }XnaKocTb.

PactBop ana socctaHosneHuma NMKO-2 HCV Lyo, BKO B Lyo.
OTpuuaTenbHbI KOHTPObHbIN 0bpased,.

[Mpo3payvyHas *KMOKOCTb.



Tabnanua 2
KomnnekTHOCTb Habopa

KomnoHeHT ®dopmar Konunuecrso

Habop peareHTtoB (dpopma Bbinycka 1, 2, 3 nnu 4) - 1

B 3N1EKTPOHHOM BUAe? Ha odUuLManbHOM
MHCTPYKUMA No npumeHeHuio Habopa . i -
caite MpoussoanTtens: www.nextbio.ru

KpaTkoe pyKoBOACTBO NO NpUMeHeHuto Habopa B BymarkHom Buae 1

KomnnekT BKAaabllwen K Habopy B HymaxkHOM BuAe 1

B 9/1IEKTPOHHOM BUAE Ha OdJVILIMaJ'IbHOM
MacnopT KayecTBa o . -
caunte lNpoussoantena: www.nextbio.ru

2.2. MpuHUMN meToAa

MPWHUMN TECTUPOBAHUA OCHOBAH HAa NPoOBeAEeHMM 06PATHOM TPAHCKPUNUUMKU (cMHTE3e Mosiekynbl KOHK
no monekyne PHK ¢ ncnonbsosaHvem dpepmeHTa pesepTasbl) U nocaeayowen amnandukaumm pparmeHTa
KAHK Bupyca renatuta C 1 BHYTPEHHEro KOHTPObHOro obpasua (BKO) npu nomolum cneumduyHbix K 3Tum
y4acTKam nparvimepoB 1M depmeHTa Tag-nonmmepasbl. [JeTekumsa nNpoayKToB amnamduKaummnm nponcxoaut
nyTem msmepeHns GyopecLeHTHOIro CUTrHaNa B PEXKMME «PeasibHOro BPEMEHU» 33 CYET UCMO/Ib30BaHNS B
COCTaBe peaKUMOHHOW cmecu  PIYyOpPecUEHTHO-MEYEHbIX  OJIMFTOHYKNEOTUAO0B  (30HZO0B).  30HAbI
rMbpPUAM3YIOTCA C KOMMNAEMEHTAPHbBIM y4acTKOM amnanouumpyemornt KOHK-muweHn, B pesynbtate yero
NPOUCXOAUT HapacTaHWe MHTEHCUMBHOCTU dayopecLeHLMM. ITO NO3BONAET PErucTpupoBaTb HaKoMaeHue
cneundmryecKkoro NpoayKTa aMnanduKaumm nyTem n3amepeHmna MHTEHCMBHOCTU GIyOPECUEHTHORO CUIHAMA C
NoMOLLbI0 amnanduKkaTopa C cUCTEeMOM AeTeKumn (NyopecLeHTHOro CUrHana B pexkMme «peasibHoro
BpemeHm».

Habop coaepKMT cucTeMy 3amUTbl OT KOHTAMMHAUMK aMMJIMKOHaMM 33 CYeT NPUMeHeHUs depmeHTa
ypauun-AHK-rnnkosmnnasel (YAF) un Tpudocdata pesokcuypuanHa. depmeHTt YAl pacnosHaeT U
KaTanmsmpyeT paspyweHue uenen [JHK, cogeprkawmx pesokcnypuauH, Ho He [OHK, coapep:kawen
OE30KCUTUMUAMH. [Je30KCcnypuanH otcyTcTByeT B npupogHoin AHK, Ho Bceraa npucyTcteyeT B aMnIMKOHAX,
MOCKONIbKY TpudocdaT Ae30KCUypuamHa BXoauMT B cocTaB cmecn AHT® B peareHTax Ans amnanoukaumm.
[e30KcMypuanH genaeT KOHTaMUHUPYOLWME aMMNAMKOHbI BOCMPUUMYMBBIMW K PaspyLlleHnto GepmeHTOM
YOl po Hayana amnandoukaumm OHK-muweHu, 1M, cnegoBaTeNibHO, OHUM He MOryT 6biTb B AanbHeiliem
aMNANGULMPOBaAHDI.

PepmeHT YT TepmosabuneH n MHaKTUBUPYETCS NPU HarpesaHum Bbiwe 50 °C 1 nosTomy He paspyLlaeT
AMMNNKOHbI MULWEHW, HapabaTbiBaemble B npouecce MLP.

Ha stane OT-MUP oaHoBpemeHHO B oaHOM npobupke amnamduumpytotcs ydactok KAHK Bupyca
renatuta C (HCV) 1 nckyccTBeHHO CMHTE3MpPOBaHHasA nocaeaoBaTenbHocTb BKO. PesynbTaThl amnandukaumm
PErucTPMpPYOTCA MO ABYM PA3/IMYHbIM KaHanam GayopecLeHTHOM geTekumn (cm. Tabaunuy 3).

Tabnumua 3
Cooteercteue HK-muweHei n KaHanos GpayopecueHTHOM AeTeKuum
Kanan ana dnyopodopa FAM R6G3
HK-muwweHb BKO PHK HCV

(3K30reHHbIN BKO)

MCKycCcTBEHHO CMHTE3MPOBAHHAA
nocnenoBaTesibHOCTb

O6nactb amnandmkaLmm 5 -UTR

2MNeuyaTHas BepPCUA MHCTPYKLMM AOCTYNHa No 3anpocy no TenedoHy (495) 620-08-73.
3 leTekuma curHana ona payopodopa R6G ocyLLecTBAseTCA MO KaHaNy AeTeKUMM ANA aHanormuHbix dayopodopos HEX,
JOE, Yellow, VIC.
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2.3. TexHuuyecKkoe 06cnyKMBaHUE U PEMOHT

Habop He NoANeXKUT TEXHUYECKOMY 0BCNYKUBAHUIO M PEMOHTY.

3. KOHTPO/J1b KAYECTBA

3.1. BHYTpPeHHMI1 KOHTPONb KayecTBa
3.1.1.01puuaTenbHblii U NONOKUTENIbHDbIA KOHTPOIN UCCAef0BaHNA

[nAa KOHTpoONA BCeX 3TAanoOB MUccnenoBaHWUAa, 3GGEKTUBHOCTU IKCTPakuuu PHK M oueHKM BAMAHWA
nHrnbutopos OT-MLUP npeaycmMoTpeHO UCNonb3oBaHMe 3K3oreHHoro BKO —  mckyccTBeHHoWM
PHK-cogeprKalien KOHCTPYKUMKM, KOTOpas BHOCUTCA B KaxAapld uccnegyemblit obpaseu, buomatepuana,
oTpuLaTeNIbHbIA KOHTPO/IbHBbIN 0bpasew, 3Tana 3KCTPAKUUKU U MONOXKMUTENbHbIA KOHTPONbHbIN obpasedu,
Pe3synbTaTbl MccnegoBaHWa 06pas3LOB AOJ/KHbI COOTBETCTBOBATb 33aZaHHbIM KPUTEPUSM BaUOHOCTY,
YKa3aHHbIM B pasgene «MHTepnpeTauma pesynbtaToB». Ecan pesynbTaTbl TECTUPOBAHWUA UCCAEAYyEMbIX
06pa3uo., nonyyeHHble ana BKO, He cOOTBETCTBYIOT 334aHHbIM KPUTEPUAM BaNUAHOCTM, YKA3aHHbIM B
pasgene «MHTepnpetauma pe3ynbTaToB», TO pe3ynbTaTbl UCCNEAO0BaHMA AaHHbIX 06pasLoB cuuTaroTCA
HeBanUAHbIMMK, TpebyeTca NOBTOPUTL X aHANN3, HAUYMHAA C 3Tana SKCTPaAKLMM.

OTpuLaTENbHbIA KOHTPO/IBbHBIA 06pa3sel, (OKO) TecTMpyeTcs, HauMHaA C 3Tana SKCTPaKLMKU, U No3BoAAET
KOHTPOJ/IMPOBATb BO3MOMKHYIO KOHTaMMHAUMIO ApyrMmn obpasuamu uam amnankoHamu. B npobupke c
OTpULLATENbHbIM KOHTPOAEM He aomKHa getektuposatbca PHK HCV. B cnyyae HecooTBeTCTBMA pe3ynbTaTa,
NOJIYYEHHOro A1 KOHTPObHOrO 06pasua, 3a4aHHbIM KpUTEPUAM BaANAHOCTU, NMONOMKUTE/bHbIE Pe3ybTaTbl
ANA nccnegyemblx 06pasLoB B MOCTAHOBKE CHMTAOTCA HE4OCTOBEPHbIMM, HEOHX0AMMO NPEANPUHATL Mepbl Mo
BbIABIEHUIO W NUKBUAALUN UCTOYHMKA KOHTAaMMHALMM M NOBTOPUTL UCCNeAOBaHWE BCEX UCCAenyemblX
06pa3LoB, B KOTOpbIX 06HapyxkeHa PHK HCV, n oTpnuaTesibHOro KOHTPO/IA, HAUMHas C 3Tana SKCTPaKLMK.

OTtpuuatenbHbiii  KoHTponb OT-MUP (K-) Tectupyetca, HauuHaa ¢ 3stana MUP, u nossonser
OOMNOJIHATENbHO  KOHTPOJIMPOBAaTb  BO3MOMHYIO KOHTaMWHaLMIO  aMMAMKOHAmMM. B npobupke ¢
oTpuuaTtenbHoiMm KoHTponem OT-NMUP He pomkHa petektnposatbcA PHK HCV wmam BKO. B cayvae
HEeCOOTBETCTBMA pe3y/ibTaTa, NOJYYEHHOrO A1 KOHTPO/IbHOro 06pa3L,a 3a4aHHbIM KPUTEPUAM BAIMAHOCTH,
NOIOXKUTE/IbHbIE pe3ynbTaTbl ANA Mccaeayemblx 06pa3L0B B NMOCTAHOBKE CYUTAOTCA HEAOCTOBEPHbLIMW,
HeobxoAMMO NpeAnpUHATL Mepbl NO BbIABAEHUIO U IMKBUAALMM UCTOUYHMKA KOHTaMUHALMKU U MOBTOPUTb
nccnefoBaHue Bcex 06pasLoBs, HaunHaa ¢ atana OT-TMLP.

B KauyecTBe MONOXMUTENbHOTO KOHTPOASA Ucnosb3yetca peareHT MKO-2 HCV (uam MKO-2 HCV Lyo),
BXOAAWMIN B cOCTaB Habopa. B cayvyae HecOOTBETCTBMA pPe3y/nbTaToB ANA MOJOMKUTENIbHOFO KOHTPOAA
33JaHHbIM KPUTEPUAM BaAUAHOCTM, pe3ynbTaTbl ANA Bcex 06pasuoB B MOCTAaHOBKE CYMUTAlOTCA
HefOCTOBEPHbIMK, TpebyeTca MNOBTOPUTbL MCCAeAOBaHME BCeX MUccneayemblx 06pa3LoB UM KOHTponew,
HauuMHaA ¢ atana OT-MLUP.

3.1.2. KoHTpoab MHrMbUpoBaHuUA

[na KoHTpona Bcex 3TanoB MUccnefoBaHWUA, 3GGEKTUBHOCTM 3KcTpakumum PHK un oueHKn BaunaHuA
nHrnbutopos TLP npeaycmoTpeHo Wcnosb3oBaHMe 3K3oreHHoro BKO (peareHT BKO B), KoTopbIi
[obaBnseTca B KaKAbli Mccaedyembli M KOHTPOJIbHble 06pasubl Ha 3Tane 3KCTpaKuuu. PesynbTatbl
nccneposaHna BKO gonkHbl COOTBETCTBOBATb 3aZlaHHbIM KPUTEPUAM BaZIMAHOCTU ANA NONOKUTENbHBIX U
OTpULLATENbHbIX MUCCaeasyeMblx 06pa3uLoB, YKasaHHbIM B pasgene «MHTepnpeTtauma pesynbtatos». Ecnm B
nccnegyembix obpasuax He obHapyXKeHa nocnegosatenbHoOCcTb BKO, To pesynbTaThl MCCAeA0BaHMA AaHHbIX
06pa3L0B CYMTAIOTCA HEAOCTOBEPHBIMU, TPEBYETCA NOBTOPUTL UX aHA/IN3, HAUYMHASA C 3Tana IKCTPAKLMU.
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3.1.3. MoHuUTOpUHT nabopaTtopum Ha HAIMYME KOHTaAMUHALUKU

PekomeHayeTcsa pa3 B mecAl, NPOBOANTb MOHUTOPUHT NabopaTopumM Ha KOHTAaMMHALMIO MPOAYKTaMMU
amnandukaumm, uccnegyembiMm 06pasLamu, MNONOKUTENbHBIMU KOHTPOAbHbIMU obpasuamn. OueHKa
HaNM4YMA/OTCYTCTBUA KOHTaMMHALMM NPOBOAMTCA NYTEM MCCAEA0BAHMUA CMbIBOB C Pas/NYHbIX OBbEKTOB:
nuneTok, pabounx nosepxHocTel nabopatopHoii mebenu, obopyaoBaHUA U NOBEPXHOCTEN MOMELLEHUN.
B3aTMe W wuccnepgoBaHWe CMbIBOB  caefyeT MNPOBOAUTb  COMAcHO  npoueaype, OMNUCaHHOM B
MY 1.3.2569-09 «OpraHusauma paboTbl nabopaTopuii, MCNONBL3YIOWMX MeToAbl  amnanduKkaumm
HYKNEMHOBbLIX KMUCNOT nNpu paboTe C MaATepUanom, COAEpPNKalLMM MUKpoopraHusmbl |-IV  rpynn
natoreHHocTu». Mpu O6HapyXEHUN KOHTAMMHAUMW HeobxoaMmo npoBecTn 06paboTky nabopaTopum
MOOLLMMU M Ae3UHPULMPYIOLLMMK PAaCcTBOPAMM COrIACHO YKa3aHUAM, onMcaHHbiM B MY 1.3.2569-09. Tak:ke
419 NpeaoTBPaLLEHNS KOHTAMUHALMM 1abopaTopmm UM B KAYeCcTBE Mep No AEKOHTaMUHaL MK paboymx 30H
pekoMeHAyeTCA UCNOo/b30BaTh PAacTBOP A/1A Ae3aKTUBALUM HYK/IEMHOBbLIX KUCIOT, Hanpumep, «Oauratop»
npounssoactea OO0 «HekcTtbno», Poccua.

3.2. PeKomeHAyemble KOHTPOJIbHble maTepuanbl

B KauecTBe KOHTPOJ/IbHbIX MATEPMANOB ANA NPOBEPKU 3aABAEHHbIX PYHKLUMOHANbHBIX XapaKTEPUCTUK
Habopa mMoryT 6bITb MCNOb30BaHbl 3aPErMCTPMPOBAHHbIE Ha TeppuTopumn Poccuiickoit Pepepauun naHenm
KOHTPO/IbHbIX 06pasLoB, NpegHasHayeHHble A1A NPOBEAEHMA BHYTPEHHENO M BHELWHEro KOHTPONew
KauyecTBa 1abopaTopHbIX nccnegoBaHMii No obHapyReHno PHK HCV.

4. OTPAHUYEHUA METOAUKU UCCNNEAOBAHUA

4.1. Habop npumeHsieTca TONbKO A1A ANArHOCTUKM in vitro.

4.2. Habop npegHasHauyeH g/a paboTbl TONLKO C UCCNEAYyEMbIM MATePUasomM, YKa3aHHbIM B pasaene
«HasHauyeHuMe». UccnegosaHue Apyrux BUAOB BUONOTMUYECKOro MaTepuana MOXKeT NPUBECTU K MOAYUYEHMUIO
HeZ0CTOBEPHbIX PE3Y/IbTaToB.

4.3. TonyyeHWe  [OCTOBEPHbIX  pe3ynbTaToB  obecneyvMBaeTcd  BbIMOJHEHMEM  TpeboBaHWi,
npeabaABAAEMbIX K B3ATWIO, TPaHCMNOPTUPOBAaHWIO, MOArOTOBKE M XpaHeHWo 06pasLoB McCaeayemoro
matepuana (cm. pasgen «Mccneayemblii matepuany).

4.4. C nomouwpto Habopa Bo3moxHO [LP-uccnegosaHme TonbKO nNpob PHK, aKkcTparmpoBaHHbIX M3
nccaefyemoro matepumana COBMECTHO C BHYTPEHHMM KOHTPO/IbHbIM 06pa3uom — BKO B. bes ncnonb3osaHuA
BKO B HEBO3MOXKHO MPOBECTU OLLEHKY BaAMUAHOCTU NOCTAHOBKM.

4.5. Habop npegHasHayeH gaa npodeccMoHanbHOro npumeHeHuns. Habop JonkeH UCNo/b30BaTbCA
TONbKO KBanudpuUUMpoBaHHbIM, 06ydyeHHbIM (B 06/1aCTU  KAMHUYECKOM nabopaTopHOW AMArHOCTUKM)
NepcoHanoM (Bpaun KAMHMYECKOM nabopaTopum n MeaUUMHCKME NabopaTopHble TEXHUKW, ObyyeHHble
MOIEKYNSAPHbIM BUONOTNMYECKMM METOAUKAM).

4.6. lNpu pabote c Habopom creayeT UCMNO/Ib30BaTb TO/IbKO aMNAMPUKATOPbl C CUCTEMOM AeTeKumn
bNyopecLLeHTHOro CUrHaNa, XapakTePUCTUKM KOTOPbIX YA0BAETBOPAIOT TPeO0BAHUAM, YKa3aHHbIM B pasgene
«JononHutenbHoe obopyaoBaHMe U MaTepUasbly».
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5. MEPbI NPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. PaboTa fonkHa NpoBoAUTLCA B Nabopatopuu, BbINOAHANOWEN MONEKYNApHO-bMonornyeckune
(MUP) nccnepgosaHma 6MonorMyeckoro matepmana Ha Hanmune Bosbyautenei MHGEKUNMOHHbIX bonesHel, ¢
cobnogeHnem TpeboBaHuit CaHlMuH 3.3686-21 «CaHuTapHO-anugemuonornyeckme TpeboBaHus no
npodunakTuke MHPeKUMoHHbIX 6onesHelr» u CaHlunH 2.1.3684-21 «CaHUTapHO-3INUAEMUNONOTNYECKME
TpeboBaHUA K COAEPHKAHNUIO TEPPUTOPUI FOPOACKMX U CENIbCKMX NOCENEHWIA, K BOAHBIM 06 beKTaMm, MUTbEBOM
BOLE W NWUTbEBOMY BOAOCHAOXKeHWI0, aTMmocdepHOMY BO3AyXy, MOYBAM, KUAbIM TMOMELLEHUAM,
3KcnayaTauMm Npon3BOACTBEHHbIX, O6LECTBEHHbIX NOMELLEHMI, OPraHM3aLUN U NPOBEAEHNIO CAaHUTAPHO-
NPOTUBO3NUAEMUYECKUX (MPOPUNAKTUUECKUX) MeponpuAaTUMiA». B cootBeTctBun ¢ n. 4.4. MY 1.3.2569-09
«OpraHmsauna paboTbl 1abOPaTOPUI, NCNONBL3YIOLMX METOAbI AMNANPUKALLUM HYKEUHOBBIX KUCNOT NpU
paboTe C MaTepuasom, COAEPKAWMM MUKpoopraHmMambl |-IV rpynn naTtoreHHOCTM» AOMycKaeTca
npoBeAeHMe UCCeA0BaHUI  buonormyeckoro MmaTepuana (6e3 npenBapuTeNbHOTO  HaKoMAEeHMs
B0O36yauTens) Ha Hannumne OHK (PHK) Bo3byauTenein napeHTepanbHbIX BUPYCHbIX FenaTuToB B 1abopatopuu,
UMEeIOLLE CaHMTAapHO-3NUAEMMONOTMYECKOE 3aKAIOYEHME O BO3MOMHOCTM NpoBeAeHMA pPaboT c
Bo3byautenamm llI-IV rpynnbl natoreHHocTM. MaTtepuan Ana nccnefoBaHW NOANEKNUT NpenBapuTenbHON
06paboTke B COOTBETCTBUMN C METOAMYECKMMM YKazaHuammn MY 1.3.2569-09.

5.2. lNpwu paboTe Heob6Xx0AMMO BCErAa BbINOAHATL Cneaytowme TpeboBaHmA:

- MpumeHATb Habop CTPOro NoO Ha3Ha4YeHUIO B COOTBETCTBUM C AAHHOMN UHCTPYyKumeln. OTKNOHeHue oT
NponMcaHHbIX Npoueayp Y NopsaKa AeNCTBUN MOMKET NPUBECTM K NOJIYYEHMIO HEAOCTOBEPHbIX PE3Y/1bTaTOB
aHanu3a.

- JlabopaTopHbii npouecc Ao/mKeH ObiTb OAHOHanpaB/eHHbIM. AHanM3 cneayet MNpPOBOAUTbL B
OoTAeNbHbIX MomellleHUax (3oHax) B cooTtBerctBMM c¢ MY 1.3.2569-09. He Bo3Bpauwatbe 06pasupl,
0bopyaoBaHME U peareHTbl B 30HY, B KOTOPOW bblla NpoBegeHa Npeablayluas cTagma npouecca.

- PaccmatpuBaTth uccnegyemblie obpasupl Kak MHGEKLMOHHO-OMACHblEe, OpraHM3oBbIBaTb PaboTy u
XpaHeHue B cooTBeTcTBUM € CaHlnH 3.3686-21.

- Ybupatb 1 gesnHodUuMpoBaTb pasanTbie o0bpasubl UAN peareHTbl, UCMOb3ya Ae3nHbMUMpyoLmne
cpeactsa B cootBeTcTBUM ¢ CaHlnH 3.3686-21.

- YOanAtTb HEWCcno/b3oBaHHble peareHTbl, peareHTbl C WCTEeKIUMM CPOKOM TFOAHOCTW, a TaKXke
MCMO/Ib30BaHHbIE peareHTbl, ynakosKy?, 6BMONOrMUecKknii maTepuan®, BKAoYas MaTepmasbl, UHCTPYMEHTbI 1
npegmetbl, 3arpsA3HeHHble  BGMONOMMYECKMM  MaTepuManom, B  COOTBETCTBUM C  TpeboBaHMAMU
CanluH 2.1.3684-21.

BHUMAHMUE! MNpu yaaneHun otxomoB nocsie amnamdukaummn (Nnpobupok, coaepskawmx npoayktsl MLP)
HeAoNyCTUMO OTKpbIBaHWE NPOBUPOK M Pa3bpbi3rMBaHNE COAEPKMUMOTO, NOCKONbKY 3TO MOXKET NPUBECTU K
KOHTamMMHauuu npoayktamu MLP nabopatopHo 30HbI, 060pyA0BaHNA U peareHTos..

- Wcnonb3oBaTb U MeHATb NPU KaXKAoM onepauun o4HOPa30Bble HAKOHEYHUKMU 41 aBTOMaTUUYECKUX
[03atopoB ¢ ¢uabTpom. OgHOPA30BYIO NIACTUKOBYIO nocyay (MpobupKM, HaKOHEYHMKU) Heobxogumo
cbpacbiBaTb B CNeLMaNbHbIA KOHTEMHEp, cogepiKalLmii Ae3nHULMpPYIOLLEe CPesCTBO, KOTOPOEe MOXKET BbiTb
MCMNO/Ib30BaHO A1 06e33apakmnBaHMA MegULMHCKUX OTXOLOB.

4 Hencnonb3oBaHHble peareHTbl, peareHTbl C UCTEKIIMM CPOKOM FOAHOCTU, UCMONb30BaHHbIE PeareHTbl, ynakoBKa
OTHOCATCA K KJaccy OMacHOCTU MeANLMHCKUX 0TX0808 I.

5> BUONOrMYECKMii MaTepuan, BKKOUYAA MHCTPYMEHTb U NpeaMeTbl, 3arpA3HeHHbIe MaTepuanom, OTHOCATCA K Kaaccy
0NacHOCTN MeAULIMHCKUX 0TX0A08 b.
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- Ha6op npeaHasHayeH AnAa oAHOKPATHOINo npumMmeHeHna anAa nposegeHnAa nccneaoBaHmMA ykasaHHOro

KonnyectBa 06pasLoB (cMm. pasaen «Popmbl BbIMyCKa, COCTAB U KOMMIEKTHOCTbY).

- K pabote c Habopom LoMNyCKaeTcA TONIbKO NePCOHas, 06yYeHHbIN MeToAam MOIEKYNAPHOM ANArHOCTUKM
1 Npasunam paboTbl B KAMHUKO-AMArHOCTUYECKOM 1abopaTopmm B YCTAHOBIEHHOM MOpPsAKe (B COOTBETCTBUM C
TpeboBaHMamM CaHlMuH 3.3686-21).

- He wncnonb3osaTtb H360p, €C/IN HapyweHa BHYTPEHHAA YyNMakOBKa WU BHELUHWUN BUL, peareHta He
COOTBETCTBYET ONNCAHULIO.

- He ucnonb3oBaTtb Habop, ecnn He cobAO4ANNCH YCIOBUA TPAHCNOPTUPOBAHNA U XPaHEHWUA COTIacHO
WHCTPYKLMMW.

- He cmelunBaTh peareHTbl pasHbIx CEpUiA.
- He ncnonb3osaTtb HAbOP NO UCTEYEHMM CPOKA FOAHOCTH.

- Wcnonb3oBaTtb 04HOPa30Bble HEOMyAPEHHbIE NEPYaTKK, abopaTopHble XanaThl, 3aLMLLaTb rNasa Bo
Bpems paboTbl c 06pasL,aMm 1 peareHTamu. TLaTeIbHO BbIMbITb PYKM MO OKOHYaHMM paboTbl. Bece onepauum
NPOBOAATCA TONbKO B NEpYaTKax A/1A UCK/IOUYEHNA KOHTAKTa C OpraHM3MOM Ye/iIoBeKa.

- He ecTb, He NUTb U He KypwuTb B NpOLLeCCe UCMONb30BaHNA Habopa. M36eraTb KOHTAKTa peareHToB C
KOXeMl, rnasamu u camsucton obosioukon. He rnotats.

- an KOHTAKTE HeMeaNIEHHO MPOMbITb NOpPaXKeHHOoe MeCTO 60NbWNM KONNYECTBOM BO4Obl U npun
n10XOomMm Camo4yBCTBUN 06paTMTbCﬂ 3a Me,ﬂ,MLI,MHCKOﬁ NOMOLLbIO. an nonagaHnMnM BHYTPb pPBOTY He
BblI3blBATb, MPOMOJIOCKATb POT BO,D,OVL 06paTMTbCﬂ K Bpayy npu n1oxXom CaMmo4vyBCTBUU.

5.3. Mpy  MCNONb30BaHUM MO  HA3HaYeHWD U  CoBNOAEHWM  BbILENEPEYMCIEHHBbIX  Mep
NpeaoCcTOPOXKHOCTM Habop 6e3onaceH. PeareHTbl Habopa (Kpome Taq nosaumepassbl, PeareHta TG u
PasbaButens) cogepKaT HaTpua asug, B KOHUEHTpauum He 6onee 0,1% M COOTBETCTBEHHO He
KnaccuouumpyoTca Kak onacHble 1 He TpebytoT cobt04eHUA cneumanbHbiX Mep NPeaoCcTOPOXKHOCTH, Kpome
yKa3aHHbIX B 4aHHOM pasgene.

PeareHT TG cogepXuT 1-TUOrANLEPON B KOHUEHTpauum He 6onee 1% M COOTBETCTBEHHO He
KnaccnduumpyeTca Kak onacHbln 1 He TpebyeT cobatoaeHna cneunanbHbiX Mep NPeaoCTOPOXKHOCTU, Kpome
YKa3aHHbIX B AaHHOM pa3gerne.

5.4. Cneumndunyeckne Bo3aencTBua Habopa Ha opraHNU3m YenoBeKa:
- KaHueporeHHbI 3pdeKT oTCyTCTBYET.
- MyTareHHoe gencTeme OTCyTCTBYET.

- PenpoAayKTuBHasA TOKCUUYHOCTb OTCYTCTBYET.
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6. AONO/THUTE/IbHOE OBOPYAOBAHUE U MATEPUAbI

6.1. Bs3aTtue u npeaBapuTenbHas 06paboTka uccnepyemoro matepuana

B3aTue 1 npeaBapuTenbHyto 06paboTKy Ucciegyemoro matepmana nposoauTb cornacHo MY 1.3.2569-09.

6.2. IKcrpakuma PHK 13 nccnegyembix o6pasuos

6.2.1. Habop peareHTOB AO/1A 3KCTPAKUMUM HYKAEMHOBbLIX KMC/IOT, 3aperucTpupoBaHHbin B PO n©
COOTBETCTBYHOLWMI CNeayoWmnm TpeboBaHUAM:

- Habop nossonser Bbiaenatb HK n3 6uonormyeckoro matepmana (nn1asma Kposu) 1 Ana nocneayoLLero
nccnepgoBaHna merogom OT-TLP;

- Habop He OTHOCUTCA K IKCNpecc-MeToAaM sKcTpakuum HK;
- Habop nosBosAeT uccnenoBatb obpasubl o6bemom He meHee 100 mK;
- Habop no3BosAeT NPOBOAUTbL 3/10UMI0 oYMLeHHOoM HK B o6beme He meHee 50 mKn.

B xo4e npoBeAeHWA KAWHUYECKMX WCMbITaHWMI Banugaumio npownn «MarHoMpaim® YabTtpa»
(PY Ne P3H 2023/19437) u «Amnaulpaiim PUBO-npen» (PY Ne ®CP 2012/14017).

6.2.2. lononHUTeNbHbIE MaTepuanbl U obopyaoBaHue, Heobxoaumble ans skctpakumm HK, — cornacHo

MHCTPYKLMM K Habopy peareHToB Aa 3KcTpakumm HK.

6.3. O6paTHaa TpaHcKpUNuua, amnanduKkaumua, ageTeKuna NPpoayKToB amnandukayum,
aHaNU3 U MHTepnpeTauua pe3ynbTaToB

6.3.1. OgHopa3oBble NOAUNPONUAEHOBbIE NPOBUpPKK, cBoboaHble oT [IHKas/PHKas, cneayowmx snaos
(npu ncnonbsoBaHUK popMmbi BbiNycKa 1):

- TOHKOCTeHHble Npobupkm ansa MLP o6bemom 0,2 M € BbINYKAOM UK NAOCKOM ONTUYECKM NPO3PaYHOM
KPbILLKOM UK NPobupKn ob6vemom 0,2 M B CTpMMax no 8 WT. C Npo3payHbIMM KpblLKammM — 414 NpoBeAeHuA
MLUP npu ncnonbsoBaHUM Npnbopa NAaHLWETHOro TUNa;

- TOHKOCTeHHble Npobupku ans MUP ob6bemom 0,2 MA € NAOCKOM KpbIWKON nam npobupkn ana MLP
obbemom 0,1 mn B cTpMnax no 4 wWT. ¢ KpbiWKamn — gnsa nposegeHus MNLUP npu ncnonb3osaHmMn npmbopa
pPOTOPHOrO TUNa.

6.3.2. 3aBMHYMBAIOLLMECA NPOBMPKN U KPbILLIKK K HUM MK NIOTHO 3aKpblBalOLLLMECA NPOBMPKN 06beMOM
1,5 -2 mn — gnsa NpUroToBAeHUA peakuMoHHOM cMmecu (Mpu NCNo/ib30BaHUK GopMbl BbinycKa 1, 2 nau 3).

6.3.3. OaHOpa30Bble HaKOHEYHUKM, cBoBoaHble oT [IHKa3/PHKas, ana no3aTopos nepeMeHHoro obbema
¢ ¢ounbTpom Ao 100 mKA.

6.3.4. lUtatnebl gns npobupok obbemom 0,2 M mam 0,1 ma (B COOTBETCTBUM C WMCMOJb3yEMbIMM
npobupkamn gns MNLUP).

6.3.5. bokc abakTepuanbHoli Bo3ayLiHow cpeabl (MLP-60Kc).
6.3.6. LleHTpndyra-sopTekKc.
6.3.7. ABTOMaTUYECKME 403aTOpPbI NepemMeHHoro obbema.

6.3.8. CTaHUMA aBTOMaTUYeCcKaa C MoAy/aem ANA NPUrOTOBAEHMA U PACKanKM PeakLMOHHbIX CMecei U
KOMNIEKT PAacxXoAHbIX MaTepuanoB K Hel COrfacHO MHCTPyKuuu MpoussoguTend, - Npyu UCNONb30BaHUN
¢dopmbl BbiNycka 1 B c/iydae MPUroTOBAEHMA PEAKLMOHHOMW CMECU C MCMOb30BAHMEM aBTOMATMYECKOWM
CTaHUUK.
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6.3.9. Mporpammmpyemblii amnanduKaTop ¢ cUCTEMON AeTeKkunn GAyopecLLeHTHOro CUrHana B pexume
«peanbHOro BPEeMeHM» POTOPHOrO TUMa, AMBO NAAHWETHOro TWMa, 3apPernmcTpMpoBaHHbIK B PO U
COOTBETCTBYIOWMI CeayoWwmm TpeboBaHUAM:

- HaNMuMe He3aBUCUMbIX KaHanoB ¢ayopecueHTHOW aeTekuumn ans ¢ayopodopoe FAM m R6G co
cneayroWmMMm XapakTepnucTuKamu:

Tabnnua 4
Tpebyemble xapaKTepPUCTUKN KaHaNoB ¢p1yopecu,eHTHOW geTeKuum
ONUHbI BONH, HM
KaHan ana ¢nyopodopa Bo36yxaeHus DeTteKuum
MuHumym Makcumym MuHumym Makcumym
FAM 450 470 510 530
R6G 515 532 545 580

- Ans npnbopoB NAaHLWETHOro TUMNa Hanymne NoaorpeBaemMomn KpbIWKKU ¢ TemnepaTypoin 6onee 100 °C;
- TOYHOCTb NOAAEePKaHUA TemnepaTypbl < 0,4 °C;

- CKOpOCTb Harpesa He meHee 2 °C/cek;

- CKOPOCTb oxnakaeHusa He meHee 1 °C/cek.

B xoge npoBeAeHUA KAMHUYECKMX UCMbITaHMI BainZaumio NPOLWM ciefylolme nporpammupyemble
amMnNANPUKATOPbl C CUCTEMOW AeTeKuun GNYOPEecLLeHTHOrO CUTHaMa B PeXMMEe «pPeasibHOTO BPEeMEHU»:
Rotor-Gene Q (PY Ne ®C3 2010/07595), Applied Biosystems QuantStudio 5 (PY Ne P3H 2019/8446),
C1000 Touch B KomnnekTte c moaynem CFX96 (PY Ne ©C3 2008/03399), ATnpaiim (PY Ne dCP 2011/10229).

6.3.10. XonoamnbHuK oT 2 o 8 °C ¢ MOPO3UAbHOM KaMepoi OT MUHyc 24 o muHyc 16 °C.
6.3.11. OTaenbHbIM Xanart, Wano4ykun, obysb U 04HOPA30BbIE NepYaTKM B cootBeTcTBMM ¢ MY 1.3.2569-09.

6.3.12. EMKoOCTb A/1a cbpoca HaKOHEYHUKOB.

7. UCCNNEAYEMbIA MATEPUAN

MaTepmanom Ana nccnenoBaHmA CAyXKUT nNsia3dma Kposu.

B3atne, npeaBapuTenbHyto 06paboTKy, TPaAHCNOPTUPOBAHME U  XPaHEHWE  Ucciesyemoro
61oorMyeckoro matepuana cnegyet NnpoBoguTb B cooTBeTcTBUM ¢ MY 1.3.2569-09.
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8. MPOBEAEHUE UCCNEQOBAHUA

UccnepoBaHWe  AO/MKHO — MPOBOAUTBCA  MPU  HOPMAMbHbLIX  MOKasaTensix  MWMKPOKAMMATA
KAMHUKO-AMarHocTuyeckol naboparopun®:

- TemnepaTypa OKpyKatouiero sosayxa ot 20 go 28 °C;

- OTHocuTenbHaA BnaxKHocTb 40 — 75 %.

8.1. 3Kctpakuua PHK n3 ucchegyemoro marepuana

Ona skctpakumn PHK ucnonb3oBaTb Habopbl peareHToB, peKomeHAOBaHHble [lpousBoauTenem B
pasgene «JononHutenbHoe o6opyaoBaHMe U matepuanbi». Mopagok paboTbl ¢ Habopamu Ana SKCTPaKLUK
HK cMOTpuUTE B MHCTPYKLUMM MO UX NPUMEHEHMIO.

BHUMAHUE! Tpu npoBeAeHUN WUCCNEAOBAHUS HeAOMYCTUMO WCMNOJ/Ib30BaHME 3KCNpecc-MeToA0B
9KcTpaKkumn HK.

8.1.1. Mpwu ucnonbszosaHun ¢opm Bbinycka 1, 2, 3

Kaxgas rpynna sKcTparMpyembix 06pasuoB A0/IKHA COMPOBOMKAATLCA NOCTAaHOBKOM OTPULATE/IbHOIO
KoHTponsa (OKO) 1 nonoKnutenbHoro KoHTpoabHoro obpasua (MKO-2 HCV) B oaHOM noBToOpe.

Mepen sKcTpaKkumnein HeobxoAMMO Pa3MOpPO3UTb KOHTPOIbHbIE 06pa3subl: BKO B, OKO n NMKO-2 HCV.

BHUMAHMUE! PasmopakunsBatb creayeT TO/IbKO HEOOXOAMMOE KONMYECTBO NPOOUPOK ¢ peareHTamu. Ans
oAHol noctaHoBKu OT-MLP TpebyeTca paamopo3Ka He bonee oaHol npobupku c MKO-2 HCV.

B npouecce 3kcTpakumn PHK ncnosb3osaTb 06bembl peareHToB M uccaeayembix 06pasLoB coriacHo
Tabnuue 5.

BHMUMAHMUE! PeareHT BKO B BHOCUTCA B Kaxkayto NPOBUPKY C nccaeayemblMmn M KOHTPObHbIMKU 0bpasuamm
(BKNKOYAA MONOKUTENBHBIN M OTPULLATENbHbBIA KOHTPON).

BHUMAHUE! [Ons skctpakumm PHK un3 100 mkn uccnegyemoro ob6pasua MCNO/b3YEeTCA KOMMJIEKT
«Amnaulparim PUBO-npen», wun3 200 mkn — «MarHollpaim® YabTpa» ¢opma Bbinycka 1,
13 1000 mKkn — «MarHolMpaim® YnbTpa» dopma Bbinycka 2 U Apyrue pekomeHayemble Habopbl (cm. n. 6.2).

Tabnuua 5

O6bembl peareHTOB U uccneayembix 06pasyos Npy ncnoab3oBaHuu Gpopm Bbinycka 1, 2, 3
PeareHT / o6pasey O6bem Dob6asnartb

Mpwm aKkcTpakuumn u3 100 mkn obpasua

Uccneagyemsblii obpasey, 100 mKn B NPOBMPKY ANA McCreayembIX

obpasuoB
BKO B 10 mKn B KaXayto npobupky
OKO 100 mkn B Npobupky ans OKO
MKO-2 HCV 10 mkn + 90 mkn OKO B Npobupky gna NKO
PeareHT, ncnonbsyembliit ans anounn PHK 507 MKn B KaXKAyH Npobupky

6 YkasaHbl A0NyCTMble HOPMbI TeMMepaTypbl M OTHOCUTENbHON BAAXHOCTM BO3Ayxa B pabouyeit 30He
NPOM3BOACTBEHHbIX MOMELLEHUN B COOTBETCTBUMM C TpeboBaHmamm [OCT 12.1.005-88 «Cuctema cTaHOapTOB
6e3onacHocTM Tpyaa. Obume caHUTapHO-TUrneHn4Yeckne TpeboBaHMA K BO34yXy paboyeit 30HbI».

7 Mpun HeobX0AMMOCTI AONYCKaeTcsa yBennyeHne obbema snoummn go 90 MKA.

Bepcma 27.09.23-1 14



PeareHT / o6pasey 06bem

Mpu aKcTpakuum us 200 mkn obpasua

WNccneayemblin obpased, 200 mKn
BKO B 10 mkn
OKO 200 mKn

MKO-2 HCV 10 mkn + 190 mkn OKO

PeareHT, ncnonbsyembit ans sntounn PHK 100 mkn

Mpu aKcTpakuum us 1000 mKkn obpasua

Nccneayemblin obpased, 1000 mKkn
BKO B 10 mkn
OKO 1000 mkn
MKO-2 HCV 10 mkn + 990 mkn OKO
PeareHT, ucnonbsyembit ans sntounn PHK 100 mkn

Dob6asnatb

B MPOBMPKM ANA uccnesyembix

obpasuos
B KaXayto npobupky

B Npobupky ana OKO
B Npobupky ana MKO

B KaXayto npobupky

B NPOBUPKM oNAa uccnemyembix

obpasuoB
B KaXayto npobupky

B Npobupky ana OKO
B Npobupky ana MNKO

B KaXaylo npobupky

8.1.2. Mpu ucnonb3osaHun ¢popmbi BbiNycKa 4

Karkpaa rpynna akcTparmpyembix obpasLoB A0/1KHA COMPOBOXKAATHCA MOCTAHOBKOM OTPULATENBHOIO
KoHTponsa (OKO) n nonoKnutenbHoro KOHTposabHoro obpasua (MKO-2 HCV Lyo) B oaHOM noBsTope.
BHUMAHMUE! PeareHTbl MKO-2 HCV Lyo 1 BKO B Lyo TpebyoT BOCCTAaHOBEHUS.

[na BOCCTaHOBMEHUA NUOPUIN3UPOBAHHBIX PeareHToB HeobxoAMMO B MPOBUPKY € AnoduamsaTom
fobasutb PasbaButenb B obbeme, yKasaHHOM B Tabavue 6, nepemellaTb cogepXumoe NPoBUPOK C
BOCCTaHOBJ/IEHHbIMM peareHTaMu, 0CaAuTb Kaniu Ha BOpTeKce.

Tabnunua 6
O6bem Pasbasutensa ana BOCCTAaHOBNAEHUA peareHToB
PeareHT Pazbasutenb, MKn
MKO-2 HCV Lyo 25
BKO B Lyo 600

B npouecce akcTpakuum PHK ncnonb3osatb 06bembl peareHToB U Mccaegyembix 0b6pasyoB cornacHo
Tabnuue 7.
BHUMAHMUE! PeareHT BKO B Lyo BHOCMTCA B Kaxaylo NPOGMPKY C MccnegyembiMU M KOHTPOAbHbIMM
06pasLamm (BKOUAA NOMOKUTENBbHBIN U OTPULLATE/IbHbIA KOHTPON).
BHUMAHUE! [Ons skctpakumm PHK un3 100 mkn uccnegyemoro o6pasua MCNO/b3YEeTCA KOMMJIEKT
«Amnaulparim PUBO-npen», u3 200 mkn — «MarHolpanm® Ynbtpa», d¢opma Bbinycka 1,
13 1000 mKkn — «MarHolMpaim® YabTpa» dopma BbiNycka 2 an gpyrue pekomeHayemble Habopbl (cm. n. 6.2).

Tabnuua 7

O6bembl peareHTOB U uccieayembiX 06pasLoB Npu ncnosb3oBaHun ¢opmbl Bbinycka 4
PeareHT / o6pasey, O6bem Dob6asnartb

Mpu aKkcTpakuum us 100 mkn o6pasua
B MPOBMPKM ANA nccnesyembix

Uccnepgyemblit obpasel, 100 mkn 06pasLos
BKO B Lyo (BOCCTaHOBNEHHbIIA) 10 mKn B KaXkAayto Npobupky
OKO 100 mkn B Npobupky ans OKO

10 mkn + 90 mkn OKO B Npobupky gna NKO

MKO-2 HCV Lyo (BoccTaHOBMEHHbINM)

PeareHT, ncnonbsyembliit ans anounn PHK 508 mKkn B KaXKAyH Npobupky

& Mpu HeobxoAMMOCTU AonycKaeTcs ysenndeHne obbema saoummn go 90 mKA.
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PeareHT / o6pasey O6bem Dob6asnartb

Mpu aKcTpakuum us 200 mkn obpasua

Uccnepyemblit obpasel, 200 mKn B NPOBVPKM ANA MCCNeayembIX

obpasuoB
BKO B Lyo (BOCCTaHOBNEHHbII) 10 mKn B KaXkAayto Npobupky
OKO 200 mKn B Npobupky ana OKO
MKO-2 HCV Lyo (BoccTaHOBAEHHbIN) 10 mkn + 190 mkn OKO B Npobupky ans MKO
PeareHT, ucnonbsyembit ans sntounn PHK 100 mkn B KaXayto npobupky

Mpwm aKkcTpakuum 13 1000 mkn o6pasua

Uccnegyemblit obpasel, 1000 mkn B NIPOBUPKM ANA MCCNeayembIX

obpasuoB
BKO B Lyo (BOCCTaHOBNEHHbIN) 10 mKkn B KaXKAyH Npobupky
OKO 1000 mKkn B Npobupky ans OKO
MKO-2 HCV Lyo (BoccTaHOBAEHHbIN) 10 mkn + 990 mkn OKO B Npobupky ans NMKO
PeareHT, ncnonbsyembit ans sntounn PHK 100 mkn B KaXayto npobupky

8.2. TloparoTtoBKa peareHToB AnA amnandukauum

8.2.1. Mpu ncnonb3osaHnn ¢opmbl Bbinycka 1

BHUMAHUE! KoMMOHEHTbl peaKLMOHHOM CMecuM cnepyer CMelnBaTb HEMOCpPeACTBEHHO nepejg

nposegeHnem OT-TILLP.
BHUMAHUE! Heobxoaumo MUHMMWU3MPOBATb BPeMS HaxoKaeHus PeareHTa TG, Taq nosaumepasbl u

PeBepTasbl R Npy KOMHATHOM TemnepaType.

BHUMAHUE! B cnyyae npurotoB/ieHMA PeaKLMOHHOM CMEeCM C MOMOLLbIO aBTOMATMYECKOW CTaHLUK
cneanynTe yKasaHUAM MHCTPYKLMM NO €€ UCMO/Ib30BAHMIO.

8.2.1.1. PaccumMtatb 0b6bEMbl peareHToB, Tpebylowmecs ANA NPUrOTOBAEHUSA PEAKLMOHHON CcmecH
(cm. Tabanuy 8). CMecb roToBUTL Ha 0bLLEe YMCIO UCCAeLYEMbIX M KOHTPO/IbHbIX 06pa3uoB NAoC 3anac He
MeHee YeM Ha OAHY pPeaKkumio.

Tabnvua 8
Pacuetr 06beMOB KOMNOHEHTOB ANA O4HOM peakLUOHHOWU cmecH

PeareHT 06bem, MKn 0O603HaueHus
MNLUP-cmecb HCV 10*(N+1)
bydep C 5*(N+1)
Pearent TG 0,25%(N+1) EK;gzg:inCJTB:Oin:nnmd)mu,mpyerv\blx 06pasuos,
Taq noanmepasa 1*(N+1)
PesepTasa R 0,25*(N+1)

8.2.1.2. Pa3mopo3nTb peareHTbl. [lepes CMeWMBaHMEM PeareHToB MepemellaTb COAEPKUMOe
Npo6M1pPOoK C peareHTammn, 0CaguTb Kanam Ha BopTeKce.

8.2.1.3. MNpuUrotToBuUTb pPeEaKLMOHHYID CMecCb, A00aBMB KOMMOHEHTbl B 0Obemax, PacCYMTaHHbIX B
n. 8.2.1.1. NepemeLwaTtb CMeCb 1 0CAAUTb Kann Ha BOPTEKCeE.

8.2.1.4. OTobpaTb HeEOHXOAMMOE KONNYECTBO NPOOMPOK namn ctpunos ans nposegeHua OT-MLUP PHK
nccnenyembix U KOHTPOIbHbIX 06pa3LLoB. Bbibop NpobupoK ans amnamdmKaumm 3aBUCUT OT UCMOIb3YEMOTO
amnanduKaTopa C CUCTEMOM AETEKLMM B PEXKUME «PeasIbHOr0 BPEMEHW Y.

8.2.1.5. BHecTv B NpobupKM No 15 MKA NpUroToBAEHHON peaKLMOHHOW CMecH.

BHUMAHMUE! Hencnonb3oBaHHbIE OCTAaTKM PEAaKLMOHHOM CMECU XPaHEHUIO He NoasiexKar.
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8.2.2. Mpu ucnonbsosaHun ¢popmbi Bbinycka 2 n 3

BHUMAHUE! KomnoHeHTbl peakuMOHHOM CMecu c/eayeT CMeLllMBaTb HEernocpeaCcTBEHHO nepej,
nposegeHnem OT-TILLP.

BHUMAHUE! Heobxoaumo MMHMMU3MPOBATb BPeMs HaxoxKaeHwus PeareHta TG, Taq nonavmepasbl u
PeBepTasbl R npM KOMHATHOM TemnepaType.

8.2.2.1. Paccuntath obbembl peareHToB, Tpebylowmecs ANA NPUrOTOBAEHMA pPeakUMOHHOW cmecu
(cm. Tabnnuy 9). CMmecb roToBUTbL Ha obLiee YMCNO UcCneayemMblX U KOHTPObHbIX 06pa3LoB NoC 3anac He
MeHee YeM Ha 04 HY peakumio.

Tabnuvua 9
Pacuet 06beMOB KOMMNOHEHTOB PEaKLUUMOHHON cmecu
PeareHT 06bem, MKn 0O603HaueHus
Bydep D 10*(N+1)
PeareHT TG 0,25%(N+1) N — KonnuyecTBo amnAndULMpPYemMbix 06pasLoB,
Taq nonaMmepasa 1*(N+1) BK/1l0O4aA KOHTPO/U

PesepTasa R 0,25*(N+1)

8.2.2.2. Paamopo3nTb peareHTbl. [llepes cmewmBaHWMEM peareHTOB nepemewatb CoAepXKumoe
NPobBMpPOK C peareHTamMM, 0OCaANTb Kanau Ha BOpPTEKCE.

8.2.2.3. MpuUrotoBuUTb pPeaKLMOHHYID CMecCb, A00aBMB KOMMOHEHTbl B 0ObeMax, PAcCYMTaHHbIX B
n. 8.2.2.1. NepemeLwaTtb CMeCb 1 0CAAUTb Kann Ha BOPTEKCe.

8.2.2.4. OtvobpaTb Heobxogmmoe KonmyecTBo Npobupok wmam ctpunos c MUP-cmecbio HCV pans
nposeaeHua OT-MLP PHK nccneayembix 1 KOHTPOJIbHbIX 06Pa3LoB.

8.2.2.5. YbepmuTbca, 4To napaduH NOJHOCTbIO MOKPbLIBAET PAcTBOP Ha AHe Npobupok. B npoTMBHOM
C/lyyae, He UCNoJ/1b30BaTb AaHHble NPOBUPKK.

8.2.2.6. Ha nosepxHocTb NapaduHa BHecTM no 10 MKA NPUroTOB/IEHHOW peakLMOHHOMU CMecH, Npu 3TOM
OHa He J0/KHA NPOBaAMBaTbCA NOA NPOCAONKY NapadmHa n cmelumsaTbes ¢ MUP-cmeckto.

BHMMAHMUE! Hencnonb3oBaHHbIE OCTAaTKM PEAKLMOHHOM CMECU XPaHEHUIO He NoaJiexKaT.

8.2.3. Mpu ncnonbsosaHnn ¢popmbl Bbinycka 4

OTobpaTb HeobxoaMMOe KOJIMYECTBO CTPUMOBAHHbIX nNpobupok ¢ MUP-cmecbio HCV Lyo pgna
nposegeHua OT-MLP PHK nccneayembix 1 KOHTPOJIbHbIX 06pa3LoB.

8.3. BHeceHue npob PHK, nposegeHue OT-MLUP u getekuuun

BHUMAHUE! Mpu pobasneHnn npob HK, sKcTparmpoBaHHbIX C MoMoLLbi HabopoB peareHToOB ANA
NpPoBeAEeHUA 3KCTPAKLUUMM METOAO0M COpPOLMM Ha CUAMKArene WaM MarHWTHOM cemapauuu, Heobxogumo
nsberatb NnonagaHuA copbeHTa B PeaKLMOHHYIO CMECh.

BHUMAHMUE! Mpu pyyHOM aHanM3e NporpaMmuMpoBaHME M 3anmyck amnandukaTopa NPOBOAUTb COrIacHO
WHCTPYKLMM NO €ro NpuMeHeHnt0. PekomeHayemble MapameTpbl 4142 NPOrpaMmMMpoBaHNA aMninMPUKaTopos
YyKasaHbl BO BKAagbllle, npuaaraeMom K Habopy. Mpu Mcnonb3oBaHWM MporpamMmMHoro obecneyeHus
FRT Manager nporpammunpoBaHue amnanduKkaTopa ycTaHaBAMBAETCA aBTOMATUUYECKM.

8.3.1. BHecTM B NoAroToB/ieHHble MPOBUPKN C peakuMOoHHON cmecbio/nmodunmsatom npobbl PHK,
NnoJiydeHHble B pe3y/ibTaTe 3KCTPaKLMU M3 TECTUPYEMbIX M KOHTPOAbHbIX 06pasuLoB, U OTpULATE/bHbIN
KoHTponb OT-NUP — peareHT K- nnu Pazbasutenb B cooTBeTCTBUM C Tabamueit 10.
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Tabnuua 10

O6pasuybl n ux 06bembl gaa nposegeHMsa amnanduKauum

06bem TecTMpyemoro
o6pasua, Mkn

06bem KOHTPOIbHOTO

KoHTponbHbIii 06pasely SR ETE)
’

Mpu ucnonbsoBaHuu popm Bbinycka 1, 2, 3
MKO-2 HCV
10 OKO 10
K-
Mpu ucnonbzoBaHuu Gpopmbl BbiNycka 4
MKO-2 HCV Lyo
20 OKO 20

Pasbasutensb

BHUMAHMUE! MNposectn OT-MNMUP cpa3y nocne BHeceHns HK-Npob 1 KOHTponen B peakLMOHHbIE CMECH.

8.3.2. 3anporpammmMpoBaTb aMNIMGUKATOP C CUCTEMON AETEKLMM B PEXMME «PEANbHOrO BPEMEHWNY AJ1A
BbINO/IHEHUA eANHOM NPOorpaMmMbl aMnANdUKaLMK U AeTeKumMn GayopecLeHTHOro curHana (cm. Tabauuy 11).

Tabnuvua 11
EanHaa nporpamma amnanduKauum m getekumm GayopecueHTHOro curHana
o [JeTteKkuua no KaHanam ana Konnuecteo
Lukn Temnepartypa, °C Bpema dnyopodopos LHKNOB

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

95 10c -
3 45

60 20c FAM, R6G

8.3.3. [lepea nocTaHOBKOM B aMnandUKaTop NAaHLWETHOrO TUMa 0CaAWTb Kann co CTEHOK NPoBUPOK Ha
BOpPTEKCE.

8.3.4. YcTaHOBUTb NPOBUPKM UK CTPUMDbI B AYEMKN peakuMOHHOro moaynsa npmbopa.

8.3.5. 3anycTuTb BbINOJHEHME NPOrpamMmmbl amnanduKaumm c aetekumnein GpayopecueHTHOro curHana.

8.3.6. Mpubop npoBoauT pernctpauymio GAyopecLEHTHONO CUrHasa aBTOMATUYECKM B pexume
«peasibHOro BpemeHun».

8.4. AHanu3 v BblUUCNIEHUE PE3YNbTATOB

AHanus 1 06paboTKy pe3ynbTaToB MOMKHO NPOBOAUTb:

- B aBTOMaTMYECKOM peXMMe C WCNoAb30BaHMeM nporpammHoro obecnevenua FRT Manager
(000 «NHTepNabCepsucy», Poccua, PY Ne P3H 2019/8870) cornacHo pyKoBOACTBY MONAb30BaTeNd, Bbibpas
METOAIMKY, YKa3aHHYIO BO BKAabllle, NpuaaraemMmom K Habopy. PyKoBoACTBO Nosb30BaTeNs pasMeLleHo Ha
odpuumanbHom cante 000 «UHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B PYYHOM peKMMe C MNOMOLLbI MporpammHoro obecnedyeHua npubopa, MCNOAb3yeMOro ANA
nposefeHua MMUP c geTekumeil B peskMme «peanbHOr0 BPEMEHM», COMNacHO MHCTPYKUMKM MO ero
NMPUMEHEHMUIO U MHCTPYKLUN K Habopy.

BHUMAHUE! MMpu pyyHom aHanmse 06paboTKy AaHHbIX (PAYOPECUEHTHbIX KPWBbLIX), MNOAYYEHHbIX B
nporpammHom obecnedeHnn npubopa, ncnonbsyemoro ans nposeseHma OT-MLP c petekumen B pexxkmme
«peanbHOro BpeMeHW», MPOBOAMUTb COrMNACHO WMHCTPYKUMM NO ero npuMeHeHuto. PekomeHayemble
napameTpbl g1 06paboTKM JaHHbIX YKa3aHbl BO BKAaAbllle, MpMUaaraeMom K Habopy.
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O6paboTKa 1 pacyeT pe3ynbTaToOB NPOUCXOAUT HA OCHOBAHUM Hannuus (UK OTCYTCTBUA) NepeceyeHms
KpuBol dnyopecueHuUmm S-obpasHoi (cMrmoobpasHoit) Gopmbl C YCTAHOBAEHHOM Ha COOTBETCTBYIOLLEM
YPOBHE MOPOroBoi /IMHMEN, YTO onpeaensaeT Haanume (MAM oTCyTCTBUE) ANA AaHHOM npobbl HK 3HaueHus
noporosoro uukna (Ct) B cooTBeTcTBylOWel rpade Tabauubl pesynbratos. MMapameTpbl 06paboOTKU
bNyopecLEeHTHbIX KPUBbLIX 3aBUCAT OT UCMOAb3yeMol Mogenu amnamdukaTopa (cm. BKnagpliw K Habopy u
WHCTPYKLMIO MO NPUMEHEHUIO aMMNANPUKaTOpa).

KpuBble HakonneHua GAYOPecUEeHTHOro CUrHasa aHaAusMpyloTca Mo ABYM KaHanam  Aetekuuu
(cm. Tabnnuy 12).

Tabnuvua 12
Detekuua ¢pnyopecueHTHOro curHana
Kanan ana ¢nyopodopa FAM R6G
MpoayKT amnandukaumm BKO PHK HCV

8.5. WUHTepnpeTtauua pesynbratos
MHTepnpeTaunto pes3ynbTaToB NPOBOAAT B ABYX BapUaHTax:

- BPYYHYIO B COOTBETCTBMM C Tabauuein 13 u BKAagblwem, npunaraembim K Habopy. Pesynbtart
MCCNe0BaHNA CYUMTAIOT [OCTOBEPHbIM, €CAM Pe3ynbTaTbl, MOJYYEHHble AN KOHTPONbHbIX 06pasuos,
COOTBETCTBYIOT KPUTEPUAM BANIMAHOCTU, YKa3aHHbIM B Tabnuue 14;

- B aBTOMaTMYECKOM pPEeXMMe C WCNOoAb30BaHMEM mfporpammHoro obecneyeHns FRT Manager
(000 «NHTepNabCepsucy, Poccusa, PY Ne P3H 2019/8870) cornacHo pyKoBOACTBY MoJib30BaTeNs, Bbibpas
METOAMKY, YKa3aHHYI BO BKAagbllwe, npuaaraeMom K Habopy. PyKoBoACTBO No/b30BaTeNA Pa3meLLeHO Ha
opuumanbHom cate OO0 «UHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/.
Ucnonb3yemble B NPOrpaMmMHOM obecnevyeHun aaropuTm UHTEPNpeTaummn pesynbTaTtoB s Uccnenyemblx
06pa3L0oB N KPUTEPUM BaNNAHOCTM PE3y/IbTaTOB, MOJYYEHHbIX 419 KOHTPOEN, NpeacTaBieHbl B Tabamuax
13 1 14 cooTBETCTBEHHO.

Tabnuvua 13
MHTepnpeTauua pesynbTaToB ANa uccnegyembix obpasuos
npuv nposeaeHUN Ka4eCtBeHHOro aHazan3a
Pesynbrar UHTepnpeTtauuma
3HayeHue Ct no kaHanam ana oéayopodopos FAM n R6G He HesanuaHbiit!
onpeAeneHo UM onpepeNeHo Bbllle FPaHUYHOrO”., C6o11 BKO! TpebyeTca noBTOPUTb aHaIM3
3HauyeHue Ct no KaHany ana ¢nyopodopa FAM onpegeneHo He
Bblle rPaHUYHOro, a No KaHany ana dayopodopa R6G Bbiwe Pe3ynbTaT COMHUTE/NbHbIN
rPaHU4YHOro.
3HauyeHue Ct no KaHany ana ¢nyopodopa FAM onpepeneHo He
Bbille FPAaHUYHOrO, a No KaHany ana ¢ayopodopa R6G He PHK HCV He obHapy»KeHa

onpeaeneHo.

3HauyeHue Ct no KaHany ana ¢nyopodopa R6G onpepeneHo He
Bbile rpaHuYHoro. MNpu aTom KpuBaa GayopecLeHUUn AaHHON

npobbl N0 AaHHOMY KaHa/ny nepecekaeT NOPOroByt JIMHUIO Ha PHK HCV ob6Hapy:KeHa
y4yaCTKe  XapaKTEepHOro  3KCMOHEHLUMaNbHOro  nogbema
dnyopecueHumm.

9TpaHnuHble 3HaueHua Ct yKasaHbl BO BKAaAbIWE, NpuaaraeMom K Habopy.
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Tabnnua 14
KpuTtepum BanngHocTn N KOHTPOAbHbIX 06pa3L,oB

Pe3synbTatbl amnandukaumm no KaHany ana payopodopa

KoHTtponb
FAM R6G

OKO OnpegeneHo 3HavyeHune Ct

. 10 3HauyeHue Ct oTcyTcTBYET
(oTpMLATENBHBIV KOHTPO/Ib IKCTPAKLMK) He BbllUe rPaHNUYHOro
K- 3HayeHue Ct oTcyTcTBYET
(oTpuuatenbHbIi KoHTpoab OT-MLP) YTCTeY
MKO

o OnpepneneHo 3HayeHue Ct He Bbille rpaHUYHOro
(monouTenbHbIN KOHTPOAb 3KCTpaKumn PHK, OT-MNLP) peA P

8.6. B0O3MOXHble OWNOKK U peKoMeHZaLUmn NOo UX PELLEHUIO

8.6.1. [1na nonoxutenbHoro KoHTpoasa akctpakumm PHK n OT-MLUP (MKO) 3HauyeHMe NoporoBoro uukna
(Ct) no kaHany ans ¢nyopodopos FAM u R6G OTCyTCTBYET WAM NpeBblaeT rpaHUYHOE 3HaueHue.
HeobxoaMmo NoBTOPUTb UCC/ief0BaHUE AN BCEX OTPULATE/IbHBIX M COMHUTENbHbIX 06Pa3y,0B, Ha4YMHan C
3Tana aKcTpakummn PHK.

8.6.2. [lna oTpuuatenbHOro KOHTPOAA aKcTpakumumn (OKO) no KaHany ans dpayopodopa R6G onpeaeneHo
3Ha4yeHuMe noporoeoro unkna (Ct). BepoaTHa KOHTaMMHaUMA 1abopaTopMm NPOAYKTaMU aMNANGUKALNN UK
KOHTaMMHaLMA peareHToB MAK nccneayemblx o6pasuos Ha KaKoM-n11M60 3Tane uccnegosaHusa. Heobxogmmo
NpeanpuUHATbL MepPbl MO BbIABAEHUIO U IMKBUAALMN UCTOYHMKA KOHTAMMUHALMKW U NOBTOPUTbL UCCNef0BaHMeE
Bcex 06pasyoB., B KOTOpbIx 06HapyKeHa PHK BbisBasemoro Bupyca, HaunmHasa ¢ aTana skctpakuym HK.

8.6.3. [Ona otpuuatenbHoro Kowtposaa OT-MNUP (K-) no KaHany ans ¢ayopodopa FAM wu/nam
R6G/HEX/JOE/VIC onpeaeneHo 3HayeHne noporosoro umkna (Ct). BepoatHa KoHTamuHauma nabopatopumn
npoayKTaMm amnanduKaLmm UM KOHTAaMUHALNUA peareHToB, nccaeayembix 06pasLLoB Ha KaKom-Mbo aTane
MUP-nccneposanuna. Heobxoammo npennpuHATb Mepbl MO  BbIABAEHWIO UM JIMKBUAALMM WUCTOYHMKA
KOHTaMMHaUUKN M MOBTOPUTL MUCCNefoBaHMe Bcex 06pasLoB, B KOTOpbIX 0bHapy:keHa PHK BbisBnsemoro
BMpYCa, HauMHaA ¢ aTana amnandukaumm HK.

8.6.4. [na vccnepgyemoro obpasua onpeneneHo 3HaYeHMe NoporoBoro LKA, NPU 3TOM Ha rpaduke
dbyopecueHUMN OTCYTCTBYET YY4aCTOK XapaKTEPHOro 3KCMOHEHLMANbHOMO nogbema (rpaduk npeacrasnser
coboii NpUbAn3UTENbHO MPAMYI0 IMHUIO). HeobxoaMmo npoBepuTb MPABWUIbLHOCTL BbIOPAHHOTO YPOBHSA
NMOPOroBOW IMHUM WAN NAPaMEeTPOB pacyeTa 6a30BOMN MHUK. EcvM pe3yabTaT NosyyeH Npu NpaBuUibHOM
YpOBHe Noporosoi AnHUK (6a3oBoi AMHUK), TpebyeTca NOBTOPHO NPOBECTM aMmNANOUKALMIO N AeTeKUMIo
Ans aToro obpasua.

8.6.5. B c/iyyae nosyyYeHMs HEBAaAUAHbLIX WM COMHWUTE/NbHbIX pPe3yabTaToB TpebyeTcs NoBTOpPHOE
nccnegoBaHue obpasua, HauMHaa C 3Tana 3KcTpakuum HK. B cnyyae BOCNpoM3BOAMMOrO pesynbTaTa
peKkomMeHAayeTcs NOBTOPHO NPOBECTU B3ATUE, NPeABapUTENbHYIO NOATOTOBKY U UCC/ef0BaHWe obpasua.

8.7. [AmarHocTuyecKkoe 3HaYeHue NoJIy4eHHOro pesynbraTa

MUP-nccneposaHne ABAAETCA OAHUM M3 METOLO0B BCECTOPOHHEro o6c/nefoBaHUA MnalMeHTa, Ha
OCHOBaHWUM KOTOPbIX Neyvalluii Bpay YCTaHaBAMBAET AMarHo3 M BblBUpPaeT MeponpuATUA MO NeYeHUIo
nayMeHTa. Pe3ynbTaTbl, MOJlyYeHHble NPW  WUCNONb30BaHUM Habopa, cneayeT paccmaTpuBaTb U
WMHTEPMNPETUPOBATb B COMETAHUM C AaHHbIMU APYTUX KNMHUYECKUX U NabopaTopHbIX UCCAeA0BaHMIA.

O TpaHnuHble 3HaueHKs Ct yKasaHbl BO BKAaAplle, NpUaaraeMom K Habopy.
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9. ®YHKUUNOHA/IbHbIE XAPAKTEPUCTUKU HABOPA

9.1. Mpepen obHapyxeHnal

Mpegen o6HapyxeHMss Habopa «Amnaulpanm® HCV-Tect» 6bin  onpedeneH € WUCNONAb30BaHMEM

npobuT-aHanmsa c 95%-oi foBepUTENbHOM BEPOATHOCTLIO (CM. Tabamuy 15).

3HayeHuA XaPaKTEPUCTUKWN, YKa3aHHbIE B Ta6}'IMLI,e 15, pocrturatorca npu COﬁl’IIO,CI,EHMM npaswua, YKa3aHHbIX B

pasaene «Mccnepyemblii mateprany.

Tabnanua 15
MNpepen o6Hapy*KeHna Habopa
0O6bem 6Momartepuana npm Mpepen o6HapyKeHusa no 95%-blii J,0BEPUTE/IbHDI 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. AHanutTnyeckas cneumndpuuHocTb
Habop peareHToB 06HapyxunBaeT Tonbko dpparmeHT PHK Bupyca renatuta C (HCV).

AHanutmnueckana cneumduyHocTb Habopa «AmnaunMNpanm® HCV-TecT» oueHMBanacb TecTupoBaHnem HK
MWKpPOOpraHM3amoB M BupycoB (cm. Tabauuy 16) n reHomHon AHK uyenoseka. HK mMMKpoopraHMsmos u
BMPYCOB B KOHLLEHTPaLMm He meHee 1x108 konuii/mn n reHomHyio JHK yenoseka B KoHUeHTpauum 1 mkr/mn
BHOCKAM B 06pasupbl Bronormyeckoro matepumana, He cogepxawme PHK HCV.

Tabnuua 16

MuKpoopraHusmbl U BUPYCbl, UCNOJIb3yeMble A1 OL,eHKM aHAIMTUUECKOoM cneunupUuiHoCTU

MuKpoopraHusmbl U BUPYCbI

Hepatitis B virus (HBV) Herpes simplex virus | (HSV 1)
Human immunodeficiency virus typel (HIV-1) Herpes simplex virus Il (HSV Il)
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

Mpwn TectMpoBaHUKM 06pa3uoB HK BbillenepeuncieHHbIX MUKPOOPraHM3MOB U BUPYCOB M reHoMHon [HK
YyesloBeKa C UCMOAb30BaHWEM Habopa NepekpecTHbIX peakLuuii BbiABEHO He Bblso.

1 Npenen obHapyxeHna — 95%-0e MNONOKUTENbHOE MNOPOroBOE 3HAuYeHWe KOHUEeHTpauuu (KoHueHTpaums PHK
BbIABAAEMOro BO36yauTens, npu Kotopoi 95% TecToB AatOT NONOKMUTENbHbIN pe3ynbTaT).
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9.3. Bocnpou3BogMMOCTb U NOBTOPAEMOCTb U3MepPeHUaA

Bocnpoun3BoaMMOCTb M MOBTOPAEMOCTb PE3YIbTaTOB C MCMO/Ib30BaHNEM Habopa peareHTOB OLEeHMBANN
nyTem TecTUMPOBaHUA MoAeNbHblXx 060pa3uoB. MogenbHble 06pasubl 6blIM  NPUrOTOBAEHBI NyTEM
KOHTaMMHauun 06pa3LoB NAasmbl KPOBM CTAaHAAPTHbIM  06pasuom npeanpuaTua, coaeprKalium
NUCKYCCTBEHHO-CUHTe3npoBaHHyto PHK HCV. Kaxabii obpasel, npoxoAun Bce 3Tanbl UCC/led0BaHUA
(3kcTpakymio HK, OT-MNUP n aetekumto pesynbTaTos).

Mpu oueHKe NOBTOPAEMOCTU KO3GOUUMEHT Bapuaumm, PacCuMTaHHbIA MO pe3yibTaTam onpegeneHus
noporosbix UuMkaoe (Ct), He npesbiwan 5 %.

Mpn oueHKe BOCNPOU3BOAUMOCTM KO3IOOUUMEHT BapuauuK, pPaCCYMTaHHbIA MO  pe3ynbTaTam
onpeaeneHna Nnoporosbix LMKNos (Ct), He npesbiwan 10 %.

9.4. [marHocTuyecKas cneuyndUUHOCTb U AUArHOCTUUYECKAA YYBCTBUTENbHOCTD

[na onpepeneHna ANMarHOCTUYECKON CNeUnPUUHOCTU U AMArHOCTUYECKOM YyBCTBUTEbHOCTU Habopa
«Amnnulpaiim® HCV-Tect» 66111 MCcnonb3oBaHbl 824 06pa3LoB N1a3Mbl KPOBU.

B kauectBe Habopa cpaBHEHWA, C MOMOLLbIO KOTOPOro ycTaHasBaAuBanAu Hanumume/otcytcteme PHK HCV
ncrnonb3osasca Habop peareHTos «Amnaunlpaim® HCV» (PY Ne P3H 2023/19534).

Pe3synbTaTbl TecTMpoBaHua Habopa «Amnaunlpaiim® HCV-Tect» B cpaBHeHWM ¢ Habopamu cpaBHEHUS
npuseaeHsl B Tabanye 17.
Tabnavua 17

Pe3ynbTaTbl TeCTMPOBaHUA 06pa3L,OB GBUoNOrMUecKoro matepmana ¢ NOMoLyblo Habopa
«AmnauMpaitm® HCV-Tect»

Uccnepyembie 06pasubl Pe3ynbTaTtbl TECTUPOBAHUA
TecTupyemblii Habop Habop cpaBHeHuA
Tun Konuuecrso 0O6pasubl
Amnaulpainm® HCV-tect Amnaulpaiim® HCV
MonoxunTenbHbIX 184 184
Mnasma Kposu 824
OTpuuaTenbHbIX 640 640

3HayeHMa AMArHOCTUYECKOM cneuudUYHOCTM U AMArHOCTMYECKOM 4YyBCTBUTE/IbHOCTM Habopa
«AmnanMpainm® HCV-Tect» ¢ goBepuTeibHON BEPOATHOCTbIO 95 %, pacCUMTaHHbIE, UCXOAA M3 NOYHYEHHbIX
OaHHbIX, NpuBeaeHbI B Tabanue 18.

Tabnanua 18
[OwmarHocTnueckmne XxapakTepucTMku Habopa peareHtos «Amnaulpaiim® HCV-tect»
Tun 06pa3u,os Auaruocmqecxaﬂ Cl'IeUMd)MHHOCTb Auaruocmqecxaﬂ YyBCTBUTE/IbHOCTb
Mna3ma Kposw 100 % (99,43 % — 100 %) 100 % (98,02 % — 100 %)

9.5. OueHKa BAuAHUA nHTepPepupyoLLnMX BeLLecTs

BavaHue wuHTepdepupyrowmx BewecTs, MNOTEHUMANBHO COAEPMKALUMXCA WMAM  NPUCYTCTBYIOWMUX B
uccnegyemom  buomartepuane, Ha  addektmsHoctb  OT-MUP  npu  umcnonbsoBaHun  Habopa
«AmnaunNpanm® HCV-tect» otcytcTByeT. He BbIIBEHO WHrMOMpoBaHME peakumm amniandukaumm npu
nobasneHnn K obpasuam Bromatepuana Ha sTane sKCTPAKLMM UHTEPDEPMPYIOLLMX BELLECTB, NPeacTaBieHHbIX
B Tabauue 19, B MaKCMMaNbHO BO3MOXKHOM KOHLEHTPaUUM.
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Tabaunua 19
UHTepdepupylolme BewlecTsa, MICNO/b30BaHHbIe NPU TeCTUPOBaHUM Habopa
«AmnauMpaitm® HCV-tect»

UHTepdepeHT KoHueHTpauuma uHTepdepeHTa B obpasue
remor/siobuH 200 mr/mn
UMMYHOr106ynnH G 16 mr/mn
NaxkTopeppuH 1 mKr/mn
6unnpybuH 200 mr/mn
TpUranuepumabl 5000 - 30000 mr/mn
anbbymuH 50000 - 60000 mr/mn
[JHK uenoseka 1x108 konuit/mn
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10. ycnosuAa XPAHEHUA, TPAHCMTOPTUPOBAHUA U NPUMEHEHUA HABOPA

10.1. Cpok rogHoCTH

Cpok rogHocTu Bcex ¢opm Bbinycka Habopa coctaenseT 12 mecAueB OT AaTbl U3roToBaeHus. MNocne
BCKPbITUS peareHTbl MCNO/b30BaTb COrAaCHO CPOKaM, yKasaHHbIM B n.10.3. Habop C MCTEKWMM CPOKOM
rOAHOCTM MPUMEHEHMIO HE MOANEKMT.

10.2. TpaHcnopTUpoBaHue

10.2.1. dopmbl BbiNycKa 1, 2, 3

Habop TpaHcnopTMpoBaTb nNpu Temnepatype OT MUHyC 24 Ao muHyc 16 °C Bcemn BUAAMM KpPbITbIX
TPAHCMOPTHbIX CPEACTB B TEPMOKOHTEMHepax C X1agoaneMeHTaMn wan B aBTopedpurkepaTopax.
JonycKaeTca TpaHCNopTMpOBaHKWe Npu Temnepatype oT 2 o 8 °C He 6onee 5 cyTok.

Habop, TpaHCNOPTMPOBaHHbIM C HapyLWeHNEM YKa3aHHOro TeMMnepaTypHOro pexmma, NpUMeHeHu o He
noanexut.
10.2.2. dopma BbinycKa 4

Habop TpaHcnopTnpoBsaTth Npu Temnepatype oT 2 A0 8 °C Bcemu BUAAMM KPbITbIX TPAHCNOPTHbIX CPeACTB
B TEPMOKOHTEMHEpPAX C XNaf03/1IeMeHTaMu1 UK B aBTopedpukepaTopax. Jonyckaetca TpaHCNOPTUPOBaHUE
npu Temnepatype ot 8 go 25 °C He 6onee 3 cyTOK.

He gonyckaeTca 3amoparkuBaHue peareHToB Habopa.
Habop, TpaHCNOPTUPOBaHHbIN C HapyLIEHMEM YKa3aHHOTo TEMNEPaTypPHOro pexnuma, NpMMeHeHMUIo He
NOANIENKMT.

10.3. XpaHeHue

10.3.1. Popmbl BbiNycKa 1, 2, 3

Habop xpaHuTb Npu TemnepaTtype oT MUHyc 24 Ao MuHyc 16 °C B 3aLUMLLEHHOM OT CBETA MECTe B TeYeHue
BCEro CpoKa rogHocT1 Habopa.

KoHTponbHble 06pasubl (MKO-2 HCV, BKO B u OKO) nocne pasmopo3Ku XpaHUTb Npu Temnepatype
oT2 808 °C B TeueHne 6 mecaueB. He aonyckaeTcA NOBTOPHAA 3amMOpPO3Ka KOHTPO/bHbIX 06pasuos.
OcTtanbHble peareHTbl MNOC/AEe BCKPbITUA XPaHUTb B TEX Ke YCNOBUAX, YTO U A0 BCKPbITUA. HEBCKpbITbie U
BCKPbITble peareHTbl CTabu/bHbl B TEYEHME CPOKa FrOAHOCTM, YKAa3aHHOro Ha 3TUKETKe, Npu cobaogeHnn
YKa3aHHbIX YCNOBUWA XpaHeHMA. Heobxogumo MUHMMM3MPOBATL BPemsA HaxoxKaeHusa PeareHTa TG,
Taqg nonumepasbl 1 PeBepTasbl R npn KOMHaTHOM Temnepartype.

PeakunoHHaa cmecb, NPUroTOB/IEHHAA U3 PEAreHToB, XPaHEeHUIO He NOANEXKHNT.

Habop, XpaHMBLWMIACA C HAapyLEHMEM YKa3aHHOrO pPeXKMMa XpaHeHUs, NPUMEHEHMIO HE MOANEKMT.

10.3.2. dopma BbinycKa 4

Habop 6epeyb oT Bnarn. XpaHutb npu Temnepatype oT 2 Ao 8 °C B 3alUMULLEHHOM OT CBETA MECTe B
TeYeHue BCero Cpoka roaHocTu Habopa. MNUP-cmeck HCV Lyo XxpaHWUTb B NAaKeTe C CUINKArenem.

BoccTaHOBNEHHbIe KOHTPOsIbHble 06pa3supbl (MKO-2 HCV Lyo, BKO B Lyo) xpaHuTb npu TemnepaTtype
oT 2 no 8 °C He 6onee 3 mecaues.

Bepcma 27.09.23-1 24



YnaKoBKy ¢ aiModuamsmpoBaHHbimm peareHtamu (MKO-2 HCV Lyo, BKO B Lyo) Heobxoanmo BCKpbiBaTb
HenocpeACcTBEHHO Nepes UX BOCCTaHOBAEHUEM.

PeareHTbl NocC/ie BCKPLITUA XPaHUTb B TEX XKe YCNOBUAX, YTO U 40 BCKPbITUA. HEBCKPbITbIE U BCKPbITbIE
peareHTbl (3a WCKAOYEHMEM BOCCTAHOB/IEHHbIX) CTabU/bHbI B TeYEHME CPOKa FrOAHOCTW, YKasaHHOro Ha
3TUKeTKe, Npu coboAeHMM YKa3aHHbIX YCA0BUIA XpaHeHMA. He AonycKaeTcAa 3amopaykMBaHWe peareHToB
Habopa.

Habop, XpaHMBLUMIACA C HAapYLIEHMEM YKa3aHHOrO PeXKMMa XpaHeHUA, MPUMEHEHMIO HE MOANEKMUT.

11. TAPAHTUU NPOU3BOAUTENA

MponsBoauTenb rapaHTMpyeT COOTBETCTBME XapaKTepUCTUK Habopa TpeboBaHWMAM, YKasaHHbIM B
TEXHUYECKOM W 3KCMAyaTaUMOHHOW [AOKYMEHTauMu, B TeYeHMe YKa3aHHOro CcpoKa roAHocTM npu
cobnofeHNM BCEX YCI0BUIM TPAHCNOPTUPOBAHWA, XPAHEHUS U MPUMEHEHWA.

Peknamaumm Ha KauyecTBo Habopa «Amnaulpainm® HCV-TecT» HanpaBnsaTb B agpec MpousBoamuTens
000 «Hekctbuo»: 111394, r.Mockea, yn. [lNonumepHas, 8 ctp. 2, Ten. (495) 620-08-73, e-mail:
info@nextbio.ru.

Mpn BbIABNAEHUM HEXKeNaTeNbHbIX Peakuuit Npu MCNoab3oBaHUMKM Habopa, GaKkTOB M 06CTOATENLCTB,
CO34A0WMX YIPO3y KM3HW W 300POBbIO PakAaH M MeOMUMHCKMX pPaboTHMKOB Npu obpaweHun U
3KCMAyaTauum Habopa, PEeKOMeHAYeTcs HanpaBuTb COobWEeHMEe Mo agpecy, YKasaHHOMY Bbilwe, U B
YMNO/IHOMOYEHHYIO FOCYAAPCTBEHHYIO peryaupylolyto opraHmsaumio (B Poccuiickoit depepaumm —
depepanbHaa cnykba no Hagsopy B cdepe 34paBOOXPaHEHWA) B COOTBETCTBUM C  LEMCTBYHOWMM
3aKOHOZATE/IbCTBOM.

KoHcynbTaumio no pa60Te C Ha60pOM, a TaKXe Nno BOMpoCam, KaCalowMMCA KayvecCTBa Ha6opa, MOXHO
NONY4YUTb MO KOHTAKTaM, YKa3aHHbIM Ha Od)MLI,MaﬂbHOM cauTe npOM3BO,CI,I/ITEI'IFIZ www.nextbio.ru.
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12. CMMBO/JIbl, UCMOJIb3YEMBbBIE B JOKYMEHTALWUU NPOU3BOAUTENA
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