YTBEP)KIAKO
FeHepa/bHbIli ANPEKTop
000

O. O. JlTaBMHIOKOB

HABOP PEATEHTOB /1A BbIAB/IEHNA 1 KOJIMYECTBEHHOIO
OMNPEAENEHVA PHK BUPYCA TEMATUTA C (HCV) METOAOM OT-MNUP
C JETEKUMEN B PEXXUME «PEA/IbHOIO BPEMEH/»
«AMMINMPAAM® HCV» MO TY 21.20.23-161-09286667-2022

dopma Bbinycka 1
dopma Bbinycka 2
dopma Bbinycka 3
dopma Bbinycka 4
KpaTtkoe pykoBOACTBO MO NpuMeHeHunio Bepcun 27.06.22-1

JIlvcT yTBEpPXKAEHUA

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCMbITAHII W PETMCTPALIMI MERHLMHCKWX H3OENHIA



JIHekcTBINO

KpaTkoe pykoBoACTBO

no NpMMeHeHunto Ha6opa peareHTOB ANA BbIABIEHNA U

KonmyectBeHHoro onpepgeneHns PHK sBupyca renatuta C

(HCV) meTopgom OT-MLUP c getekumneli B pexxume
«peanbHOro BpeMeHn» «Amnaufpanm* HCV»
noTY 21.20.23-161-09286667-2022

Avmnanlpanv® HCV

dopma Bblinycka 1

REF 2122-21

000 «HekcTbuo», Poccus, 111394,
r. MockBa, yn. MNMonvmepHas, 4. 8, ap. 2

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

COCTAB

KOMMNOHEHT

MupP-cmeck
HCV

Bycep C

PeareHT TG

Taq
nonumMepasa

PeBeprtasa R
MKO-1 HCV
MKO-2 HCV
BKO B

OKO

K-

HaGop peareHTOB paccumtaH Ha MpPOBEAEHMEe WCCefoBaHus

OnucaHune

[Npo3payHasn
XKNOKOCTb

Mpo3payHasn
XXMIKOCTb
[Npo3payHas
YKNAKOCTb
Mpo3payHas
KNAKOCTb
Mpo3payHas
YKNAKOCTb
Mpo3payHas
KNOKOCTb
Mpo3payHas
KNAKOCTb
Mpo3payHas
KNOKOCTb
Mpo3payHas
XNLKOoab
Mpo3payHas
YKNOKOCTb

O61bewm,
M

0,6
0,3
0,015
0,06
0,015
0,025
0,025
0,6
11

0,3

100 o6pa3L,oB, BK/IKOHasA KOHTPOU.

Bencusi 27.06.22-1
& 000 LMPMU (2] INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU

IVD

Konnuectso
2 Npo6upKu
2 Npo6upkn
2 Npo6upku
2 Npo6upkn
2 Npo6upkun
4 Npobupkmn
4 npobunpkn
2 Npo6upkun
2 Npobupku

2 Npobupku

BHUMAHWNE!

Mepeg, MCMNO/Ib30BaHNEM Habopa
Heo6Xx04MMO O3HAKOMWTLCA C WHCTPYKUWen no ero
npuMeHeHnto. VHCTpPyKLuMs pasmMellleHa B 3/IEKTPOHHOM
BUAe Ha MpounsBogutens:
www.nextbio.ru (ans ee nonyyeHns Heob6xoamMm gocTyn
B MHTepHeT). MNMeyaTHaa BepCUA UHCTPYKLMM AOCTyNHa NO
3anpocy no teneoHy (495) 620-08-73.

peareHToB

odhmumanbHoOM  caiTe

MATEPUAN ONA NCCNEQOBAHWA

nnasmMa Kposu

KOMIMNEKTHOCTb

KoMMoHeHT dopmar

Habop peareHTOB thopma Bb(nycka 1

WHCTpYKUUMs no B 3/IEKTPOHHOM BUAE MO aApecy:

NPUMEHEHMNIO www.nextbio.ru
Macnopt B 3/1IEKTPOHHOM BuAe no agpecy:
KayecTBa www.nextbio.ru
Kpatkoe
B 6YyMa>kHOM Buge

PYKOBOACTBO
Komnnekrt

" B 6YyMa>kHOM Buge
BKNagpblwen
XPAHEHWE

Ycnosusa xpaHeHusa Habopa

Habop xpaHuTb Npu TemnepaType oT- 2400 - 16 °CB
3almLLeHHOM OT cBeTa mecTe. Heobxogumo
MWHUMN3NPOBaTbh BPeMSA HaxoxaeHus PeareHta TG,
Tagq nonnmepassl 1 PeBepTtasbl R NpyM KOMHATHOM
Temnepatype. KoHTponbHble 06pasubl (MKO-1 HCV, MKO-2
HCV, BKO B n OKO) nocne pazmMopO3K/ XpaHuTb npu
Temnepatype ot 2 o 8 “C BTeveHue 6 mecsues. He
fonyckaeTcs NOBTOPHasA 3aMOPO3Ka KOHTPOSIbHbIX
06pasLoB.




SKCTPAKUMA PHK 13 NCCJIEQYEMOIO MATEPVAJIA

Ona askctpakyun PHK ucnonb3oBaTtb Habopbl peareHToB, peKOMeHAOBaHHble ponsBognTeneM B WUHCTPYKLMU MO
npuMmeHeHuto Habopa «Amnaulpaim* HCV». Mopagok-paboTbl ¢ Habopamun Ans akapakyunm HK cMOTpuUTE B MHCTPYKLMN
Nno Mx NPUMEHEHNUIO.

BHUMAHWE! Ana skapakyuu 13 100 mkn uccnegyemoro obpasua ncnonb3yetcad KomnnekTt «Amnauipaim PUBO-npen»,
13 200 nnn 1000 mkn - «MarHolMpaim* YabTpa» unu gpyrne Habopbl, peKOMeHAyeMble B MHAPYKLUUUN MO NMPUMEHEHUIO

Habopa.

BHUMAHWME! Kanu6patop MKO'L HCV wucnonb3yeTca TONbKO NpU NPOBeEAEHUN KONMYeaBEHHOrO aHanausa: B [BYX
noBTOpax Npu NepBoOi NoaaHOBKE UCNONb3YeMOW cepun Habopa, BOAHOM - npu nocneayrowmnx. Kannéparop NKO-2 HCV
ncnonb3yeTcs B ABYX MOBTOpax NMpu MepBOil mMoaaHOBKe B KONM4yeaBeHHOM opmarte, B OGHOM - NpW MNOCAefyoLmnx

noaaHoOBKax B KOIMYeaBEeHHOM (opmaTte 1 Npu NoaaHOBKe B KayeaBeHHOM (hopmarTe.

BHUMAHWE! PeareHT BKO B BHOCKTCS B KaXXAyl MPOOGMPKY C uccnefyeMmbiMn U KOHTPONbHbIMKM 06pasyammn (BKao4Yas

nonoxutenoHble (MKO-1 HCV, MKO-2 HCV) n otpuyatensHbliin (OKO) KOHTpOANN).

O6beMbl peareHTOB U UccieyeMbiXx 06pa3LoB, UCMNONb3yeMble NMPU aKapakumu PHK ¢ NOMOLbI0O peKOMEHAYEMbIX

Ha6opOB peareHToB, yKasaHbl B TabnuLe HUXeE.

JobGaBnsemblii peareHT/ obpasel

! Mpwn akcTpakuum n3 100 mkn obpasua

Wccnepyemble o6pasibl 100 mkn B MPOGUPKK ANs nccnefyembix o6pasLos

BKO B 10 mkn B KXyl NpoOupkKy

OKO 100 mkn B Npo6upky anst OKO (oTpuuyaTenbHOro KOHTponsa)
MKO-1 HCV 10 mkn + 90 mkn OKO B Npo6upky ansa MK1L (N0N0XNTeNbHOITo KOHTPO/IA)
MKO-2 HCV 10 mkn +90 mkn OKO B Npo6upkKy ans MK2 (NONOXNTENbBHOTO KOHTPOS)
PeareHT gna anouynn PHK 50" MKn B KXYyl Npobupky

Mpw akcTpakumn 13 200 mkn obpasya

Nccnepyemble o6pasLbl 200 mkn B NPO6GUpPKN ANa uccnefyembix 06pasyos

BKO B 10 mkn B KaXKAyto npobupky

OKO 200 mMkn B Npo6upky ana OKO (oTpuuatenbHOro KOHTPOS)
MKO-1 HCV 10 mkn + 190 mkn OKO B Npo6upky anda MK1 (NONOXNTENbHOTO KOHTPONS)
MKO-2 HCV 10 mkn + 190 mkn OKO B Npo6upky ansa MK2 (MON0XMUTENbHOTO KOHTPONSA)
PeareHT gna anounn PHK 100 mkn B KaXX Ay Npo6upky

Mpw akcTpakymmn n3 1000 mkn obpasua

Nccnepyemble o6pasLbl 1000 mkn B NPOOGUPKM ANA uccnefyemblx o6pasLos

BKO B 10 mkn B KaXXAyt Npoobupky

OKO 1000 mkn B Npo6upky Ana OKO (oTpuLaTtenbHOro KOHTPOSA)
MKO-1 HCV 10 mkn + 990 mkn OKO 8 npo6upky gna MK1 (NONOXKNTENbHOTo KOHTPONS)
MKO-2 HCV 10 mkn + 990 mkn OKO B NPO6UPKY A1 MK2 (MONOXUTENBHOTO KOHTPOA)
PeareHT gna anounn PHK 100 mkn B KaXayt npobupky

Mpu Heobxo4MMoOaun gonyckaeTca ysenmyeHne oobvema anoumm 4o 90 MK/,

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



OT-NMUPCAETEKUMEN B PEXVME «PEA/IbHOITO BPEMEH»

BHUMAHWE! ins BHeceHua B Npo6upkn peareHTos, Nnpo6 PHK n KOHTpONbHbIX 06pa3L,0oB NCNob30BaTb O4HOPa30BbIe

HaKOHEYHWKM C hUnbTpamu.

1. PaccumTaTb 06bEMbI peareHToB, Heo6X0aMMble AN MPUTOTOBNEHUS PeaKUMOHHOW CMecu, cornacHo Tabnuue:

1 KOMMNOHEHT peakKUMOHHOI cMmecu O6beMm, MKN O603HauYeHns
MLP-cmecb HCV 10*%(N+1)
Bytep C 5*(N+1)
N - KonuM4yecTBO aMnauduuupyemblx 06pasLOB, BK/OYas
PeareHT TG 0,25*(N+1)
KOHTpOn
Taq nonmmepasa 1*(N+1)
PesepTtasa R 0,25*(N+1)

BHUMAHWE! B cnydyae NpuroToBNeHUs peakyMoOHHOK CMeCcu C NOMOLLbIO aBTOMATUUYECKOM CTaHUUN cnepyliTe yKkazaHUAaMm

WHCTPYKUMKN MO ee NCNnosb3oBaHUIO.

BHUMAHWE! Heo6xoAMMO MUHUMU3MPOBaTb BpeMs HaxoXpaeHusa PeareHTta TG, Tag nonnmepasbl 1 PeBepTtasbl R npu

KOMHaTHOl TeMnepartype.

BHUMAHWE! KOMNOHEHTbI peakyMOHHON cMecKn cnefyeT cMelwmBaTb HeNocpeacTBEHHO nepep nposegeHnem OT-MLLP.
BHUMAHWE! Hencnonb3oBaHHble OCTAaTKN peakLMOHHOW CMeCH XpaHEeHUI0 He nofexar.

2. Pa3mopo3nTb peareHTbl. [epej cMewmBaHMEM peareHTOB MNepemMellaTb COAEPXMMOe NPOo6MPOK C peareHtamu,
ocafMnTb Kanin Ha BOpTeKCe.

3. lMpuroToBnTb peakLNOHHYI CMeCb, JO6aBMB KOMMNOHEHTbI B 06bemax, paccumTtaHHbix B N. 1. NMepemewarb cMecCb U
ocajuTb Kanam Ha BOPTEKCe.

4. OTOo6paTb HeO6XOAMMOE KONMYecTBO NPOGUPOK wunau cTpunoB Ana nposepeHus OT-MUP PHK wnccneayembix un
KOHTPO/IbHbIX 06pa3uoB. Bbi6op Npo6MpOK AnNA aMnandpukauum 3aBucuUT OT UCNONbL3YEMOro amnaudgukaropa c
CUCTEMOWN AEeTeKLMUN B PpeXUMe «pealbHOro BpeEMEHU».

5. BHecT B MOATOTOB/IEHHbIE NPOBUPKM PEAKLMOHHYIO CMEeCb M 06pasLbl COrfacHo Tabnunuye:

[Job6aBnaemblii peareHT / o6pasel,

BHectn no 15 mkn
MpWUroToBNEHHON peakyNOHHOI cMecn B NPOGBUPKK ANS UCCeayeMbIX U KOHTPONbHbIX 06pa3LoB

BHecTtn no 10 mkn
BHVUMAHWE! N36eratb nonagaHua copbeHTa B peakL,MOHHYK CMECh.

Mpo6bl PHK, akcTparMpoBaHHOM M3 nccnegyemoro

6 6
o6pasia B NPO6UPKN AN5 nccneayeMblix 06pasLoB

. B Npo6upky ans obpasua OKO {oTpuuatenbHOro KOHTPONs
Mpo6bl, aKcTparnpoBaHHoi 13 OKO

aKCTpaKkyun)
PeareHT K- B Npo6bupky gns obpasya K- (oTpuuatensHoro koHtpons MUpP)
Mpabel, 3kcTparnposaHHoit us MKO-1 HCV B Npo6bupky ans obpasuya MNMK1L (MONOXKNTENBHOTO KOHTPO/SA)
(TONbKO NPU KONNYECT BEHHOM aHanuse)
Mpabel, akcTparnpoBanHoil us MKO-2 HCV 6 Nnpobupky gna obpasya MNMK2 (NONOXNTENIbBHOTO KOHTPOA)

(Npn Ka4eCTBEHHOM UAWN KONWYECT BEHHOM aHanuse)

6. TMpu pyyHOM aHanu3e 3anporpammMupoBaTb aMmMAUGPUKATOP C CUCTEMOI AETEKL UM B peXUMe «peasibHOro BPEMEHU»

COTNacHO MHCTPYKLMMW MO ero NpuMeHeHUto Ans BbIMONHEHUS CieAYIoL el NporpaMmbl:

& 000 LWPMH ] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU



EavHasa nporpamma aMmnaMuKkauuy v getTekummn gnyopecueHTHOro curHana

o Lukn Temnepatypa Bpems Jetekunsa no kaHanam ans KonunyecTtso
, 1 50 15 MUH - 1
1 2 95 15 muH - 1
95 lOc
j 3 45
60 20c FAM, R6G™

MpumeyaHne m PekoMeHfyemble napamMeTpbl A4 NPOrpaMMuMpoBaHUA aM/JIMPUKATOPOB YyKasaHbl BO BKAafbllWwe,
npunaraemMom K Habopy.
BHUMAHWE! Mpu ucnonb3oBaHum nporpammHoro obecneveHns FRT Manager nporpammMmupoBaHue amnauvgpukaropa

ycTaHaBnmMBaeTCd aBTOMaTn4yecku.

7. Mepep NOCTAaHOBKON B amMnanduKaTop nAaHWeTHOTo Tna 0caguTb Kanau co CTEHOK NPOGMPOK Ha BOPTEKCE.
8. YCTaHOBWTb NPOGUPKN UK CTPUMbI B AYEiKU peakLMOHHOTro Moayns npu6éopa.
9. 3anycTUTb BbINO/HEHME NMPOrpaMMbl aMMIUPUKaLUMN C AeTeKLNEN (hYOPECLLEHTHOTO CUTHANA COTacHO MHCTPYKLUK

no NpUMEeHEHNK Ncnonb3yemoro aMI'II'II/I(I)I/IKaTOpa.

AHANMWN3, BBIUNCNEHMNE N NHTEPNPETAL WA PESY/IBTATOB

BHUMAHWE! Mpn pyyHOM aHanu3e o06paboOTKy AaHHbIX ((PAyopecueHTHbIX KPWUBbLIX), MOMYYEHHbIX B NMPOrpaMMHOM
obecneyeHnn npubopa, ucnonbyemoro Ans nposegeHuna TMUP c pgeTekuueldh B pexume «peanbHONo0 BPEMEHU»,
NPOBOANTb COMNAaCHO MHCTPYKLMUN NO ero NnpuMeHeHunto. PekomeHayeMble napaMeTpbl 418 06paboTKM AaHHbIX yKa3aHbl
BO BK/Najbllwe, npunaraeMomM K Habopy.

AHanus, BbIYUCNEHNE U UHTEPNpPeTaLNto pe3ybTaToB MOXHO NPOBOAUTL:

- B KayecTBEHHOM W KO/JMYeCTBEHHOM opmaTe B aBTOMaTMYECKOM pexume € UCMO0/ib30BaHMEM MPOrpamMmMHOro
ob6ecneyeHna FRT Manager (OOO «WHTep/la6bCepBuc», Poccus) cornacHo pPyKOBOACTBY No/fb3oBaTtens, BblOpaB
METOAWKY, YyKa3aHHYH BO BKlajbllle, npunaraeMmom K Habopy. PykOBOACTBO MNO/ib30BaTeNsi pasMel,eHO Ha
othmumanbHom cante OO0 «NHTep/labCepBuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B KQYeCTBEHHOM (hopmMaTe B Py4YHOM peXume C MOMOLLbIO NPOrpamMHOro obecneyeHms npmbopa, MCNOAbL3YyeMOro Aans
nposegeHuna OT-MNUP c getekuneli B peXxume «peasbHOro BPEMEHW», COMMACHO MHCTPYKLMW NO ero NPpUMEHEHUND U

WHCTPYKLMK K HaBopy.

2[eTtekuma curHana gna dnyopodgopa R6G ocylecTBasieTcs No KaHany geTekumu Ansa aHanornyHbix nyopodopos HEX, JOE, Yellow, VIC.
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KpaTkoe pyKoBOoACTBO
no NPUMeHeHnto Habopa peareHToB /19 BbISABNEHUA U
KonnyectBeHHoro onpegeneHna PHK Bupyca renatuta C
(HCV) metogom OT-MLUP c geTekunein B pexxume

«peanbHOro BpemMeHn» «Amnnunfpanm* HCV»
noTY 21.20.23-161-09286667-2022

Avnnulpanm® HCV

dopma BbInycka 2

REF P2122-22

1000 «HekcTBrno», Poccus, 111394,
Ir. Mocksa, yn. NonumepHas, 4. 8, cTp. 2

ITen. (495) 620-08-73, e-mail: info@nextbio.ru IVD
COCTAB
O6bem,
KoMnoHeHT OnucaHne M Konunyectso
Mpo3payHasn
>XUAKOCTb, ].(ano6mpor<
MupP-cmecb HO/  packanaHa nog, 0,01 (12,5 ctpunos no 8
napaguH 6enoro npo6upok)™
LpeTa
Mpo3spayHas 6 2
Bydep D npo6upKn
yhep MATKOCTD 0 po6unp
PeareHT TG Mpospautas 0,015 2npo6|/|p|<|/|
YXUAKOab
Taq Mpospainas 0,06 2I‘Ip06VIpKVI
nonmmepasa >KNAKOCTb
Peseprasa R l‘lposp;l;:aﬂ 0,015 2npo6v|p|<|/|
MKO-1 HCV m’z;:aﬂ 0,025 4 npo6upKn
Mpo3payHas
- 0,025 4 6
MKO-2 HCV OCTh npo6upKM
M
BKO B x&ﬁ(p;:aﬂ 06 2npo6upku
Mpo3payHas 2
6
OKO SKNAKOCTb ll npo6upKu
K- Mpospaqtan 0.3 2npo6|/|p|<|/|
XXUOKOCTb

Habop peareHTOB paccumTaH Ha npoBegeHue wuccnegosaHusa 100
06pa3su0B, BK/IOYasA KOHTPON.

BHVNMAHWE!

Mepes MCcrnonb3oBaHNeMm Habopa
HEeOo6X04MMO O3HAaKOMUTbLCA C MWHCTPyKUuueli no ero
npUMeHeHN0. VIHCTPYKLNS pa3melieHa B 31eKTPOHHOM
BUAe Ha oduumanbHom cailte [pousBoauTens;
www.nextbio.ru (g4na ee nonyyeHus Heob6xoaum goctyn
B MHTepHeT). MeyaTHaa BepcUs UHCTPYKLMUU AOCTYyNHa No
3anpocy no tenegoHy (495) 620-08-73.

peareHTOB

MATEPUAN ANA NCCNEQOBAHNA

nnasmMma Kposu

KOMIMJIEKTHOCTb

KOMMOHEHT

Ha6op peareHTOB

WHCTpYKLMs MO
NpYMeHeH o

MacnopTt KayecTBa

dopmar

dopma Bbinycka 2

B 3/IEKTPOHHOM BU/e Mo agpecy:
www.nextbto.ru

B 39/IEKTPOHHOM BuAe Mo agpecy:
www.nextbio.ru

Mpo6upkn ¢ ronlyosiM NapaHOM He UCMOJb3YHOTCS.

nnnnnn N7 Nne N
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KpaTtkoe

PYKOBOACTBO B GYyMa>kHOM Buae
Komnnekrt

BKMagpIwei B OymMakHOM Buje
XPAHEHWE

YcnoBusi xpaHeHus Ha6opa

Ha6op xpaHuTbL Npu Temnepartype ot- 24 10 -16 *CB
3alyMiLeHHoOM OT cBeTa MecTe. Heo6X0AMMO MUHMMN3NPOBATb
BpeMs HaxoxkaeHun PeareHta TG, Taq nonnmepassl v
PeBepTasbl R npu KOMHaTHOW TemnepaTtype. KOHTpO/bHble
o6pa3ubl (MKO-1 HCV, MNMKO-2 HCV, BKO B 1 OKO) nocne
pPasMoOpO3KU XpaHUTb NMpu Temnepatype oT 2 ao 8 “C B TeyeHue
8mec;|u,e3. He gonyckaeTcs NOBTOPHas 3aMOpPO3Ka
KOHTPO/IbHbIX 06pa3LoB.



3kaPAkuua PHK N3 nccnepgyemoro martepuana

Ons skapakuyumum PHK ucnonb3oBaTb Habopbl peareHTOB, peKOMeHAOBaHHble MMpou3BoanMTeneM B MHCTPYKLUU MO
npumeHeHnto Habopa «Amnanfpanm® HCV». Mopagok paboTbl ¢ Habopamu gasa akcTpakuum HK cMOTpuTe B MHCTPYKL MK
no UX MPUMEHEHMUIO.

BH/AMAHW/E! Ans skapakuumn n3 100 Mkn ucciegyeMoro o6pasua Ucnonb3yetcs KOMNNekT «Amnaulpaiim PUBO-npen»,
13 200 nam 1000 mkn - «MarHolMpaiiM® YnbTpa» WAKM gpyrue Habopbl, pPEKOMEHAYEMbIE B UHAPYKLUUN MO MPUMEHEHUIO

Habopa.

BHUMAHVE! Kanu6patop [KO-1 HCV ucnonb3yetca TOoNbKO MpW MPOBEAEHWM KO/MMYeaBEHHOro aHanusa: B ABYX
noBTOpax Mpu Nepeoil NoaaHOBKe MCMNOMbL3YeMOi cepun Habopa, BogHOM - npu nocnegytouinx. Kannéparop MNKO-2 HCV
MCNoNb3yeTcs B ABYX NMOBTOpax Npv Nepeoii NnoaaHOBKe B KO/NMYEaBEHHOM (hopmarte, B O4HOM - MPU MOCAEAYH LnX

noaaHoOBKax B KOn4eaBeHHOM (bopmaTe nnpn noaaHoBKe B Ka4eCTBEHHOM qupmaTe.

BHVMAHWVE! PeareHT BKO B BHOCMTCS B KaXK[lyl0 NPOGUPKY C UCCNEAYEMbIMUM U KOHTPONbHbLIMK 06pa3suamu (BKAtovas
nonoxwutenbHble (MKO-1 HCV, MKO-2 HCV) n otpuuyatensHblii (OKO) KOHTpoOAN).

O6beMbl peareHToOB U UcciefyeMbiXx 06pa3sLoB, UCMNOMb3yeMble NPU 3KapakunMu PHK ¢ MoMoLLbi0 peKOMEHAYEMbIX

HabopoB peareHToB, yKasaHbl B Ta6nuLLe HUXeE.

Lob6aBnsaembln peareHT / ob6pasel,

Mpwu akcTpakuunm 13 100 mkn o6pasua

Wccnegyemble obpasubl 100 mKkn B NPOOGUPKKN ANna nccnegyemMmbix o6pasLoB

BKO B 10 mkn B KQXXAYI Npobupky

OKO 100 mKkn B Npo6upky ans OKO (oTpuuatenbHOro KOHTPOA)
MKO-1 HCV 10 mkn +90 mkn OKO B NPo6upKy ans MK1 (MONOXKUTENbHOTO KOHTPOIS)
MKO-2 HCV 10 mkn +90 mkn OKO B NPo6UMpKy A5 MK2 (NONOXUTENbHOTO KOHTPONSA)
PeareHT gnga anouynn PHK 50" mKn B KaXXAyt npobupky

Mpw akcTpakyum n3 200 mkn obpasua

Wccnepyemble o6pasubl 200 mkn B NPOGUPKK Ans nccnegyemblix obpasLos

BKO B 10 mkn B KXYyl NpoOupky

OKO 200 mkn B Npo6upKy Ana OKO (oTpuuatenbHOro KOHTPONS)
MKO-1 HCV 10 mkn + 190 mkn OKO B Npo6upKy Ansa MK1 (MONOXNTENBHOTO KOHTPOSA)
MKO-2 HCV 10 mkn + 190 mkn OKO B NpO6UpKY Ansa MK2 (MONOXKUTENbHOITO KOHTPONSA)
PeareHnTt gna anouyunn PHK 100 mkn B Ka)XKAyt npobupky

Mpw akcTpakummn n3 1000 mkn obpasua

Mccnepyemble ob6pasLbl 1000 mkn B NPOGUPKN ANs nccnegyembix o6pasLoB

BKO B 10 mKn B KQXXAYH Npo6upky

OKO 1000 mkn B Npo6upkKy ana OKO (oTpuuatenbHOro KOHTPONSA)
MKO-1 HCV 10 mkn +990 mkn OKO B NPO6UpKY A1 MK1 (MONOXUTENBHOTO KOHTPOSA)
MKO-2 HCV 10 mkn +990 mkn OKO B Npo6upKy Ansa MK2 (NONOXUTENbHOTO KOHTPONSA)
PeareHt gnga anounn PHK 100 mkn B KaXX Ayl npobupky

[py HEO6XOAMMOCTU fOMNyCcKaeTcs yBennyeHne obbema anouum o 90 mkn.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



OT-NUP ¢ AETEKUVEN B PEXXUME «PEA/IBHOIO BPEMEH»

/eHumanune! na BHECEHUS B NPO6GUPKM peareHToB, Npo6 PHK M KOHTPO/MbHbLIX 06pa3L,0B MCNONb30BaTh OAHOPA30BbIe

HaKOHEYHUKN ¢ YUAbTPaAMU.

1. PaccumTtaTb 06bEMbI peareHTOB, HEO6X0AUMbIE AN MPUTOTOB/IEHUSA PeakLMOHHOW CMecH, cornacHo Tabnuue:

B
K

B

B

2.

1

KOMMNOHEeHT peakLyMOHHOM cMecu O6bem, MKn O603HayeHusn

bygep D 10*(N+1)

PeareHTTC 0,25*(N+1) N - KOAMYEeCTBO amMnAnduuuMpyembix 06pasLoB, BKAKHYas
Tag nonmmepasa 1*(N+1) KOHTpO/N

PeBepTasa R 0,25*{N+1)

HUWMAHWE! Heo6xoaMumMo MUHUMM3NPOBAaTh BpeMsa HaxoxXpgeHuna PeareHta TG, Taqg nonmmepasbl u PeBepta3sbl R npu

OMHaTHOl Temnepartype.
HUMAHWE! KOMNOHEHTbI peakLMOHHOW CMecu crnegyeTt CMeLWBaTb HENOCPELCTBEHHO Nepey npoBegeHnem OT-MLP.
HVUMAHWE! Hencnonb3oBaHHbIe OCTaTKN pPeakLMOHHOM CMeCU XpaHeHUIo He nognexar.

Pasmopo3uTtb peareHTbl. [epes cMelWMBaHMEM peareHTOB MepeMellaTb COAEPXMMOe MPO6MPOK C peareHTamu,
0CcafmnTb Kanau Ha BOpPTeKce.

MpuUroToBUTH peakLMOHHY CMeCb, JO6ABUB KOMMOHEHTbl B 06beMax, paccuuTaHHbix B n. 1. NepemewaTb cMecb U
ocajuTb Kanam Ha BOpTekce.

OTo6patb HEOOBXOLUMOE KOMIMYECTBO CTPUNOBaHHbLIX Npobupok ¢ MLUP-cmecbto HCV gna nposegeHna OT-MUP PHK
nccnegyeMbiX U KOHTPObHbIX 06Pa3LLoB.

Y6enutbcs, 4To napaduH NOMNHOCTLIO NMOKPbIBAET PacTBOP Ha fHe NPOGMPOK. B NpOTMBHOM cny4yae, He UCMONb30BaTh
JaHHble npobupkn.

BHecTM B NOAroTOBAEHHbIE MPOGUMPKN peakLMOHHY CMecb U 06pasLbl corfacHo Tabnuue:

Lob6aBnsiemblii peareHT/ obpasel,

BHectn no 10 mkn
B Npo6upkun c MLP-cmecbto HCV Ha NnoBepXHOCTb NapapuHa
MpnroToBNEHHOW peakuMoHHOWK cmecK BHUMAHWE! PeakynoHHas cMecb He fOJ/IXXHa npoBannsBatbCcs
nop napadguH.
BHecTn no 10 mKn
BHUMAHWE! N36eratb nonagaHus copbeHTa B peakLyMOHHY CMECh.

Mpo6bl PHK, akcTparMpoBaHHOM M3 nccnefyemoro

o6pasija B NPOOMPKK Ans nccnefyembix 06pasyos

MPOGbI, SKCTPArMpOBaHHOH 13 OKO B Npo6upKy Ans o6pasya OKO (oTpuuaTenbHOro KOHTpons

aKcTpakyum)
PeareHT K- B NpOo6UpKY Ana obpasua K-{oTpnuyarensHoro koHtpons Mup) |
(I-TI?)??K':’nz':CKT(f]?::'CpTOBii::MOEH:I:M:Ie)Ko_1HCV B Npobupky Ansa obpasua MNMK1 (N0ONOXKNTENbHOTO KOHTPONSA) i
MPoBbl, IKCTParnpoBakHoWi 13 MKO-2 HCV B Npobupky ana obpasua MNMK2 (NONOXNTENbHOTO KOHTPONS)

(I'Ipl/l KayeCT BEHHOM NN KONUWYECT BEHHOM aHanmae)

7. Tpu py4yHOM aHanms3e 3anporpaMmmupoBathb aMI'II'II/I(*)VIKaTOp Cc cuctemoli AeTeKunn B peXxXnme «peasbHOro BpeMeHm»

COTNaCHO MHCTPYKLMW MO ero NpUMeEHEHW0 AN BbINOJHEHUS clieAytoweli MporpaMmbl:

L 000 LiMPMit &7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU



EgvHas nporpamma amnandukauum n getekunm payopecueHTHOro curHana

A Lukn Temnepatypa, “C Bpems [Jetekunsa no kaHanam gns Konnyectso
' LUKNOB
[ 1 50 15 muH - 1
2 95 15 muH - 1
95 O c -
3 45
60 ~ 20 c FAM, R6GN

MpumeyaHue - PekomeHAyeMble napameTpbl A8 NpOrpamMMmumpoBaHUa amMnaMpukKaTtopoB YyKasaHbl BO BKAajblle,
npunaraemMom K Habopy.
BHUMAHWME! Mpu mncnonb3oBaHuM nporpaMMHOro ob6ecrnedeHnsa FRT Manager nporpammupoBaHue amnaugukaropa

ycTaHaB/1MnBaeTCA aBTOMaTn4yecKu.

8. Mepes NOCTAaHOBKO B aMNAU(UKATOP NMAHLWETHOro TUMNa 0CafinTb Kanau co CTEHOK NPo6MpPOK Ha BOpTeKce.
9. YCTaHOBWTbL CTPUMbI B AUEWKM peakLMOHHOIo Moayns npuéopa.
KO .3anycTuTb BbIMOMIHEHME NPOrpaMMbl aMNANGUKALUN C AeTeKLumnell (hNYOPecLeHTHOTO CUrHana cornacHo UHCTPYKL UK

no NMPUMEHEHUIO NCMO/b3YEMOrO aMmnangukaTopa.

AHAJTING, BbIYUNCTIEHVE N UHTEPTIPETALMA PE3Y/IbTATOB

BHUMAHWME! Mpn py4yHOM aHanm3e o6paboOTKy AaHHbIX (PpyOpecueHTHbIX KPWBbIX), MOMYYEHHbIX B MPOrpamMHOM

obecnevyeHnn npubopa, mcnonb3yemoro Ansa nposefeHus TUP ¢ geTekuneld B pexume «peanbHONo0 BPeEMEHU»,

NPOBOAUTL COrNACHO MHCTPYKLMW MO ero NpUMeHeHnto. PekomeHayeMble napameTpbl NS 06paboTKM faHHbIX yKa3aHbl

BO BK/Najbllwe, npunaraeMom K Habopy.

AHanus, BblYMCNEeHNE U NHTEPNPETAaLNIO Pe3ybTaTOB MOXHO NMPOBOANUTDL:

- B KayeCTBEHHOM W KO/NMYeCTBEHHOM opmare B aBTOMaTUYECKOM pPexumMe C WUCMOoJIb30BaHWEM MPOrpaMMHOrO0
obecneyveHnsa FRT Manager (OOO «WHTep/labCepBuc», Poccmua) cornacHo pPYKOBOACTBY MONb30oBaTens, BblOpas
MEeTOAMKY, YKasaHHYyl BO BKafbllle, npuiaraeMom K Habopy. PyKOBOACTBO MONb30OBatefia pasMell,eHo Ha
odmymanbHom cante OO0 «MHTep/la6bCepBuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B KAYeCTBEHHOM (hopMaTe B Py4YHOM pexXxuMme C MOMOLLbIO NMPOrpamMmMHOro obecneyeHns npnbéopa, NCNONL3YEMOTO ANA
nposegeHna OT-MUP c getekuneli B peXXnume «peanbHOro BPEMEHW», COrNacHO MHCTPYKUMUN MO €ro MPUMEHEHUIO U

WHCTPYKLUUMN K HaBopy.

~NeTekums curHana ansa dgyopodopa R6G ocylecTBaiseTca No KaHany AeTeKunun Ana aHanornyHbix nyopodopos HEX, JOE, Yellow, VIC.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



™M HekctblAO

Avmnnulpaim e

KpaTKoe pyKoBO/CTBO
no NPYMeHEeHNo Habopa peareHTOB A5 BbISBAEHNUS 1
KonuyecTBeHHOro onpegeneHns PHK Bupyca renatmnta C
(HCV) metogom OT-MLP c geTekynen B pexmme

«peanbHOro BpemeHun» «Amnnulpaiim* HCV»
noTYy 21.20.23-161-09286667-2022

Amnnulpanm® HCV

dopma Bblnycka 3

REF P2122-23

000 «Hekabuno», Poccust, 111394,
r. Mocksa, yn. MNMonumepHas, 4. 8, ctp. 2

Ten. (495) 620-08-73, e-mail: infoi®nextbio.ru IVD
COCTAB
KomrnoHeHT OnwcaHne 06“1;]?'\"’ Konunuectso
MpospayHasn
MLP-cmech XXUOKOCTb,
HCV packanaHa rnog 001 100 npo6upok
napaguH
MpospayHan
bydep D KMAKOCTb 0,6 2 Npobupkn
PeareHt TG Mpo3patiHas 0,015 2 npobupkn
XULKOCTb
Tap Mpo3patHas 0,06 2 npobupkn
nonvmepasa  Xuakoab
PesepTtasa R Mpospadias 0,015 2 Npo6upku
XULKOCTb
MKO-1Hoy ~ |POspadHas 0,025 4 Npo6upKN
XULKOCTb
MKo-2 Hoy  [POspadHas 0,025 4 Npo6upKN
KNAKOCTb
BKO B Mpospatitas 06 2 Npo6upKy
YKULKOCTb
[Mpo3payHas
2 6
OKO KIAKOCTb 14 npoodupkn
K- Mpo3patHas 0,3 2 Npo6upku
KULKOCTb

HaGop peareHTOB paccuutaH Ha MPOBeAeHWe WCccefoBaHUsA
100 o6pa3yoB., BKIKOYAA KOHTPOU,

@ 000 LAPMU [&7 INFO@CIRMIRU @ WWW.GOSZDRAVNADZOR RU

BHUMAHWE!
Mepeg MCMO/b30BaHNEM Habopa peareHToB
Heo6Xo04MMO O03HAKOMUTLCS C WHCTPYKUMEA no ero
npuMeHeHuto. VIHCTpPyKLMSA pasMelleHa B 3/IEKTPOHHOM
BMAe Ha odwuumansHom caiTe [powussoguTens:
www.nextbio.ru (ana ee nonyyeHus Heob6xoAuM [OCTYN
B MHTepHeT). MeyaTHasi BEpPCUA UHCTPYKLUKN AOCTYyNHa Mo

3anpocy no teneoHy (495) 620-08-73.

MATEPVNAN ANA NCCNEAOBAHUNA

nnasmMma Kposu

KOMIM/IEKTHOCTb

KomnoHeHT dopmart

Habop peareHTOB thopma Bbinycka 3

WHCTpyKUNA no B 3/IEKTPOHHOM BUae Mno agpecy,

NPUMEHEHNIO www.nextbio.ru
Macnopt B 3/IEKTPOHHOM BUfe Mo ajpecy:
KayecTea www.nextbio.ru
Kpartkoe
B GYMa)KHOM Buge

PYKOBOACTBO
Komnnekr

. B GYMa)KHOM Buge
BKNagpllen
XPAHEHVE

Ycnosus xpaHeHUsi Habopa

Habop xpaHuTb Npu TeMnepartype oT - 24 go - 16 "CB
3alMLIeHHOM OT cBeTa Meae. Heo6xoamMmo
MWHUMWN3NPOBATbL BPeMA HaxoxaeHusa PeareHta TG,
Tap nonvmepasbl 1 PeBepTasbl R NpyM KOMHATHOM
Temnepatype, KoHTponbHble o6pasubl (MKO-1 HCV, MKO-2
HCV, BKO B n OKO) nocne pasmMopOo3K/ XpaHuTb Npu
TemnepaType ot 2 go 8 'C B TeueHune 6 mecsues. He
[lonyckaeTcs NOBTOPHaA 3aMOPO3Ka KOHTPOJIbHbX
06pasuos.




SKCTPAKUMA PHK 13 NCCNELYEMOIO MATEPUNANA

Ona akctpakumn PHK wncnonb3oBaTb Habopbl peareHTOB, peKOMeHoBaHHble pou3BoAUTENIEM B MHCTPYKLUW MO
npuMmeHeHnto Habopa «Amnaunlpaiim* HCV». Mopsagok paboTbl ¢ HAbopamu 415 3KcTpakumnm HK cMoTpuTe B MHCTPYKL UK
Nno ux NMPYMEHEHMUIO.

BHUMAHWE! Onsa akcTpakumn n3 100 MK nccnegyemoro o6pasua ucrnonb3yertcs Komnnekt «Amnaunlpanm PUBO-npen»,
1n3 200 nam 1000 mkn - «MarHolpanm* YnbTpa» wan gpyrne Habopbl, peKOMeHAyeMble B MHCTPYKLMUN MO MPUMEHEHMUIO

Habopa.

BHUMAHWE! Kanu6paTtop MKO-1 HCV ucnonb3yeTca TONbKO MNPU MNPOBEAEHUN KONMYECTBEHHOro aHanusa: B ABYX
nosTopax Npu NepBoli NOCTAHOBKE MCNOMb3YeMOl cepun Habopa, BOLHOM - Npu nocnegytowmnx. Kannéparop MKO-2 HCV
MCcnonb3yeTca B ABYX NMOBTOpax Npv nepBoil MOCTaHOBKE B KOMNYECTBEHHOM (opmarte, B O4HOM - NpU NOCAefyoLWnx

NOCTaHOBKAX B KOMIMYECTBEHHOM (hopMaTe ¥ Mpu NMOCTaHOBKE B KaYeCTBEHHOM opmarTe.

BHUMAHWE! PeareHT 6KO B BHOCUTCS B KaXXAyt0 NPOBGUPKY C uccnefyeMbiMn M KOHTPO/bHbIMM Oo6pasuamun (Bkato4as

nonoxwutenbHble (MKO-1 HCV, MKO-2 HCV) n oTpunuatencHblii (OKO) KOHTpOK).

O6bembl peareHTOB U uccnegyembix 06pasyoB, NCNOMb3yeMble NpU 3aKcTpakumm PHK ¢ noMoOL b0 peKoOMeHayeMblX

HabopoB peareHToOB, yKa3aHbl B Tabnuue HuUxe.

LobGaBnsemblin peareHT / o6pasel,

Mpwn akcTpakymm n3 100 mkn obpasua

Mccnepyemble o6pasubl 100 mKn B NPpO6GUPKN Ans uccnepyemblx o6pasyos

BKOB 10 mkn B KaXkayto npobupky

OKO 100 mkn B Npo6upkKy ans OKO (oTpmuatenbHOro KOHTPOA)
MKO-1 HCV 10 mkn + 90 mkn OKO B Npo6upky gna MK1 (NoN0OXUTENbHOTO KOHTPONSA)
MKO-2 HCV 10 mkn + 90 mkn OKO B Npo6upky ansa MK2 (N0N0XMTeNbHOIO0 KOHTPONSA)
PeareHT gna snwounn PHK 50" MKn B KaXKAylo npobupky

Mpwn akcTpakuymnm n3 200 mkn obpasua

Mcecnepyemble o6pasubl 200 mKn B NPOGUPKM ANs uccnefyemblx o6pasLoB

BKO B 10 mkn B KaXKayt npobupky

OKO 200 mkn B Npobupky ana OKO (oTpuuatenbHOro KOHTPO/SA)
MKO-1 HCV 10 mkn + 190 mkn OKO B Npo6upky ansa MK1 (NoONOXUTENbHOTO KOHTPONS)
MKO-2 HCV 10 mkn + 190 mkn OKO B Npo6upky ansa NMK2 (MON0OXMUTENBHOTO KOHTPONSA)
PeareHT gna anoyun PHK 100 mkn B Ka)XKAyt npobupky

Mpwn akcTpakymm 13 1000 mkn obpasya

Nccnepyemble o6pasybl 1000 mkn B NMPOOUPKM AN nccnegyemblx o6pasyos

BKOB 10 mkn B KXyl Npooupky

OKO 1000 mkn B Npo6upky ana OKO (oTpuLaTenbHOro KOHTPOSA)
MKO-1 HCV 10 mkn +990 mkn OKO B Npo6upky ans MK1 (MONOXMUTENBHOTO KOHTPONSA)
MKO-2 HCV 10 mkn +990 mkn OKO B NPo6upky 418 MK2 (MON0XMUTENbHOTO KOHTPOSA)
PeareHT gna anounm PHK 100 mkn B KaXAylo npobupky

~pu Heo6XO4MMOCTM AOMNyCcKaeTcs yBenmyeHne obbema anounmn 4o 90 mMK.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



OT-NMUP ¢ AETEKUMEN B PEXXUME «PEAIbHOMO BPEMEHV»

BHMUMAHWE! Ana BHeceHns B NpobuUpKn peareHToB, Npo6 PHK 1M KOHTpONbHbLIX 06pa3L,0B UMCNoNb30BaTb O4HOPA30BbLIE

HAKOHEUHUKMN C UNbTPaAMU.

1. PaccunTtaTb 06bEMbl peareHToB, HeE06xoauMble AN NPUTOTOBEHUS pPeakLMOHHO cMecu, cornacHo Tabnuue:

KOMMOHEHT peakyMOHHON cMecun O6bem, MKn O603HaueHusn

Bytep D 10*(N+1)

PeareHt TG 0,25%(N+1) N - KOMMYecTBOo aMnanpuuupyeMbix 06pasLoB, BKIKOYas
Taq nonmmepasa 1*(N+1) KOHTpO/N

PesepTtasa R 0.25*(N+1)

BHUMAHWME! Heobxognmo MMHUMM3NPOBaTL BpeMs HaxoxpeHus PeareHta TG, Taq nonumepasbl U PeBepTtasbl R npu

KOMHaTHOW Temnepatype.
BHUMAHWME! KOMNOHEHTbI peakLMOHHOW cMecKn cneayeT CMelWnBaTb HeNocpeacTBeHHO neped nposeaeHnem OT-TLP.
BHUMAHWE! Hencnonb3oBaHHbIe OCTaTKM peakLUOHHOM CMecn XpaHeHWto He nognexar.

2. Pa3mopo3uTb peareHtbl. [epef CMewWMBaHWEM peareHTOB MepemMellarb COAepPXMMOe MPO6UPOK C peareHTamu,
0cagnTb Kaniam Ha BOpTeKCe.

3. MpuUroToBuTb peakLNOHHYIO CMeCb, O6aBMB KOMMOHEHTbl B 06bemax, paccymtaHHbix B n. 1. NMepemewarb cMecb U
0cCafuTb Kanim Ha BOpTeKce.

4. OTo6paTb Heob6xoaMMoe Konn4yectBso npobupok c MUP-cmecbto HCV ans npoeepeHus OT-MUP PHK nccneayembix n
KOHTPO/bHbIX 06pPasLoB.

5. Y6egutbcsa, 4to napaduH NOJHOCTLIO NMOKPbIBAET PacTBOP Ha AHe NPO6MPOK. B NpOoTMBHOM c/ny4vae, He UCNOJb30BaThb
faHHble NMPoOGUPKMN.

6. BHecTM B NOAIOTOBNEHHbIE NPOBGUPKN pPeakLMOHHYIO CMeCb 1 o6pasLibl cornacHo Tabnuue:

[ob6aBnAemblii peareHT/ o6pasel,

BHectn no 10 MKn
B npo6upku ¢ NMLUP-cmecbto HCV Ha NnOBepxHOCTbL napapuHa
MpUroToBNEHHON peakUMOHHOW cmecn BHVMAHWE! PeakunoHHaa cMecb He fO/KHa npoBannBaTbCcsa
nog napaguH.
BHecTn no 10 mkn
BHUMAHWE! N36eratb nonagaHna copbeHTa B peakL,MOHHY CMEeCh.
Mpo6bl PHK, akcTparmpoBaHHOW U3 nccnegyemoro B NPOGUPKM ANS NCCNEAYEMbIX 06PasLLOB
ob6pasua
. B Npobupky ansa obpasua OKO (oTpuLaTeNibHOTO0 KOHTPONSA
Mpo6bl, akcTparnpoBaHHOW 13 OKO
aKCTpakymnn)

PeareHT K- B Npo6upKy 4nsa obpasuya K- (oTpuuyartenbHoro KoHtpons MLUP)
Mpo6sl, aKcTparnpoBaHHo n3 MKO-1 HCV

(TONbHO MPU KONMYECT BEHHOM aHanm3e)

Mpo6bl, akcTparnpoBaHHonm n3 MKO-2 HCV

(Npn KayecTBEHHOM UMW KONTMYECT BEHHOM aHanunse)

B Npo6upky ans o6pasya MNMK1 (NONOXKNTENbHOTO KOHTPONA)

B Npo6upkKy ans o6pasya MNMK2 (NONOXKNTENbHOTO KOHTPONA)

7. Tlpn pyyHOM aHanuse 3anporpamMmmMmmpoBatb aMI'II'II/IqJI/IKaTOp C cucTemoii AeTekKunn B pexxnme «peanbHOro BpeMeHU»

COrNacHoO MHCTPYKL MW MO ero NPpUMEHEHUI0 AN BbINONHEHUS Cleaylol e nporpaMmel:

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



EfqUHasA nporpamma amnam@uKauumy u getekummn gayopecueHTHOro curHana

eTe 0 KaHana KonunuectBo
Livkn Temnepartypa, ‘C Bpema AeTekyma no kaxanam Ans
LMKNOB

1 50 15 MunH - 1
2 95 15 MuH - 1

95 HOc -
3 45

60 20¢c FAM, R6GN

MpumeyaHne - PekOMeHfyeMble napameTpbl ANA NPOrpamMMUpPOBaHWA aMANUGPUKATOPOB YyKasaHbl BO BKafbllIE,
npunaraeMom K Ha6opy.
BH/MAHWE! Mpu ucnonbzoeaHun nporpammHoro o6ecnevyeHus FRT Manager nporpamMmMmupoBaHue aMmnam@ukaropa

yCTaHaBnMBaeTCA aBTOMaTU4YeCKU.

8. Mepea NOCTAHOBKOW B aMNAN(PUKATOP MNAAHLWETHOrO TMNa 0cagnTb Kanau co CTEHOK NPo6KUPOK Ha BOPTEKCE.
9. YcTaHOBWTL MPOGUPKM B siUeliki peakLMoHHOro Moayns npu6opa.
KO .3anycTuTb BbINOJIHEHME NMPOrpaMMbl aMNANGQUKALUN C geTeKuneih (pnyopecLeHTHOro curHana CorlacHo MHCTPYKL UK

no NPUMEHEHNIKD NCNOoNb3yemMoro aMI'II'II/Ide/IKaTOpa.

AHAJINS, BbIYUCJTIEHVE U MHTEPTIPETAUUA PE3Y/IbTATOB

BH/AMAHWE! Mpu pyuyHom aHanuse 06paboTKy AaHHbIX ((DNYOPECUEHTHbIX KPWUBbIX), MOJYUYEeHHbIX B MPOrPaMMHOM
obecrneyeHnn npubopa, UCNONbL3YeMOro Ansa nposegeHus TMUP ¢ getekuuell B pexume «peanbHOT0 BPEMEHW»,
NPOBOAWTL COTNACHO UHCTPYKLMM MO ero NpMMeHeHUt0. PekoMeHayeMble napaMeTpbl 45 06paboTKM faHHbIX yKa3aHsbl
BO BK/agbllwe, NnpuiaraeMmomM K Habopy.

AHanuns, BblYMCNeHNe N NHTeprnpeTaLnto pesynbLTaTtoB MOXXHO MPOBOAUTL:

- B KAyeCTBEHHOM W KO/NMYECTBEHHOM (opmarte B aBTOMaTMYeCKOM PpPeXxume C MCNOAb3OBaHUEM MNPOrpaMMHOro
obecneyeHns FRT Manager (OOO «WHTep/labCepBuc», Poccua) cornacHo PyKOBOACTBY MONb3oBaTesns, BbiOpas
MeTOAUKY, YyKa3aHHYyl BO BKAajblwe, npunaraemom K Habopy. PykoBOACTBO MO/nb30Batens pasmell,eHO Ha
omnumanbHom cante OO0 «MHTep/la6bCepBuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B KAYUECTBEHHOM (hopMaTe B PyHHOM pexume ¢ NOMOLLbI NMPOrpaMMHOro obecneyeHusa npnbopa, NCNOAbL3YEMOTO AN
nposegeHusa OT-MLP c getekunein B pexmme «pearbHON0 BPEMEHMU», COMMAaCHO MHCTPYKUWM MO €ro NPUMEHEHUIO U

WHCTPYKLUW K HaGopy.

NeTekumsa curHana ansa dayopodgopa R6G ocylecTBAsSeTcs Mo KaHany geTeKunu Ans aHanornyHbix nyopodopos HEX, JOE, Yellow, VIC.

@ 000 LMPMH (5] INFO@CIRMIRU & WWW GOSZDRAVNADZOR RU



fﬂmnnml‘lpaﬁmy £I HeKCTEI/lO

KpaTkoe pykoBoACTBO
no NpMMeHeHU0 Habopa peareHTOB 419 BbIBNEHUS U
KonnyectBeHHoro onpegeneHnsa PHK Bupyca renatuta C
(HCV) meTtogom OT-MUP c getekuyunein B pexnme

«peanbHOro BpeMeHun» «AmnanlfpaimM® HCV»
noTY 21.20.23-161-09286667-2022

Amnnulpanvm® HCV

dopma Bbinycka 4

REF 2122-24

| OO0 «Hekabuno», Poccus, 111394,
r. Mocksa, yn. MNMonnumepHas, 4. 8, ctp. 2

ITen. (495) 620-08-73, e-mail: info@nextbio.ru VD
COCTAB
0O6bewm,
KoOMMNOHeHT OnuncaHne Mn KonnyectBo

96 Npobupok

MLP-cmeck Jnogunnsar (12 cTpunos no

HCVLyo 6enoro uBeta 8 NPO6UPOK)

MKO-1 HCV Nnodmnunsat 4 NPo6MpKM

Lyo 6enoro upeTa — e 1

MKO-2 HCV Nvodunuzar 4 Npo6UpKM

Lyo 6enoro ugeta

BKO B Lyo Nnogmnusat 2 Npo6upKu
6enoro ygeta

OKO MNpospayHas 1] 2 Npo6mMpKn
XXNAKOCTb

Pasbasutesb fpospaiHas 12 2 npocupki
XNAKOCTb

Habop peareHTOB paccuuTaH Ha NPOBELEHME UCCNefOoBaHUs
96 06pasLoB, BKIHOYAA KOHTPON.

@ 000 LMPMH () INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU

BHVMAHUWE!
Mepeg, MCMNo/ib30BaHNEM Ha6opa peareHToB
Heo6X0A4MMO O0O3HAKOMWUTLCA C WHCTPYKUWEn no ero
npuMeHeHunto. NHCTPYKUnsi pa3MeleHa B 3/IEKTPOHHOM
BMAe Ha oduumanbHoM cailTe [MpowusBogutens;
www.nextbio.ru {gna ee nonyyeHns Heob6xoAuM [OCTYN
B UHTepHeT). MNeyaTHas BepcUa MHCTPYKLMUMN AOCTYyMHa Mo

3anpocy no TenegoHy (495) 620-08-73.

MATEPUAN ONA NCCNEOOBAHUA

nnasMma Kposu

KOMIMIEKTHOCTb

KomnoHeHT dopmar

Habop peareHTOB thopma Bbinycka 4

WHCTpyKUMs o B 9/1IEKTPOHHOM Buje Mo agpecy:

NPYMEHEHUIO www.nextbio.ru
Macnopt B 9/1€KTPOHHOM BUAe Mo agpecy:
Kayectsa www.nextbio.ru
Kpatkoe

B 6yMa>KHOM Buje
PYKOBO/CTBO
Komnnekr . B GYyMa>KHOM Buae
BKNagplwen
XPAHEHWE

Ycnosust xpaHeHUst Habopa

Ha6op 6epeyb OT Bnarn. XpaH1Tb Nnpu Temneparype ot 2
0o 8’6 8 3awumieHHoOM OT cBeTa MecTe. BocctaHOBNEHHbIE
KOHTpO/ibHble 06pa3upl (MKO-1 HCV Lyo, MKO-2 HCV Lyo,
BKO B Lyo) xpaHuTb npu Temneparype ot 2 40 8 ‘C He
6onee 3 mecsaues. MUP-cmecb HCV Lyo xpaHuTb B nakete ¢
cunukarenem. YnakoBKy ¢ IMOMUIN3NPOBAHHBIMU
peareHTaMM HeO6XOAMMO BCKPbIBaTb HEMOCPEACTBEHHO
nepej nx BoccTaHOBNeHNeM. He fonyckaetcs
3aMOpaXkKMBaHue peareHToB Habopa.



t

SKCTPAKUWMA PHK n3 NCCNEAYEMOIO MATEPUVAJTIA

Onsa akcTpakuymu PHK ucnonb3oBaTb HaGopbl peareHTOB, peKOMeHfOBaHHble MMpPoM3BOAUTENIEM B MHCTPYKUUU MO
npumeHeHunto Habopa «AMnaunlpanm® HCV». Mopsagok paboTbl ¢ Habopamu AN akcTpakyum HK cmoTpuTte B MHCTPYKLMUNK
Nno ux NPMMEHEHNIO.

BHVMAHUWE! Ans skapakuyumn ns 100 mkn nccnegyemoro o6pasia UCMONb3yeTcs KOMMNaekT «Amnaulpaiim PUBO-npen», ns

200 v 1000 mkn - «MarHolMpalim® YnbTpa» unu apyrve Habopbl, PEKOMEHAYEMbIE B MHCTPYKLMM MO NPUMEHEHUI0 Habopa.

BHUMAHWE! Kanu6patop MNKO-1 HCV Lyo ucnonbsyetcs ToNbKo Npu NpoBefeHWM KOJUYECTBEHHOIO aHanusa: B ABYX
MoBTOpPax Mpw nepeoit NOCTaHOBKE MCMO/b3YyeMOi cepmmn Habopa, B O4HOM - npu nocnegyowumx. Kanuéparop MNMNKO-2 HCV Lyo
MCMoNb3yeTcs B [BYX MOBTOPax Mpu MNepBoii MOCTaHOBKE B KOJIMYECTBEHHOM (hopmarte, B OAHOM - MpW NOCAEAYHO L NX

NMOCTaHOBKAaX B KOMMYECTBEHHOM (hopMaTe 1 MPU NOCTAHOBKE B KAYeCTBEHHOM hopmarte.

BHVMAHW/E! PeareHT 6KO B Lyo BHOCUTCS B KaXK4yH NMPOBGUPKY C UCCNEAYEMbBIMU U KOHTPOMIbHBIMMK 06pasuamMmn (BKaouas

nonoxutenoHole (MKO-1 HCV Lyo, MKO-2 HCV Lyo) n otpuyatenbHbiit (OKO) KOHTpOAN).
BHUMAHWE! PeareHTbl MKO-1 HCV Lyo, MKO-2 HCV Lyo 1 BKO B Lyo Tpe6ytoT BOCCTAHOB/EHUS.

Ona BoccTaHOBNEHUA NNODUNN3NPOBAHHbLIX peareHTOB Heob6XxoAUMO B NPOOGUPKY € nuodmnusatom p[o6aBuUTb

Pa3z6aBuTenb Bo6beMe, ykazaHHOM BTabnuue HUXe.

PeareHT Pa36aButenb, Mun
MKO-1 HCV Lyo 25
MKO-2 HCV Lyo 25
BKO B Lyo 600

O6beMbl peareHTOB U UccneayeMbix 06pasLoB, UCMONb3yeMble MPU 3KCTpakumm AHK ¢ NOMOLbI0 PEeKOMEHAYEMbIX

HabopOB peareHTOB, yKa3aHbl B TabauLe HUXe.

[Job6aBnsAemblii peareHT/ o6pasel

Mpwn akcTpakuum n3 100 mkn obpasua

Mccnepgyemblie obpasubl 100 mkn B NPOGUPKM ANs nccnegyembix o6pasyos
BKO B Lyo (BOCCTAHOB/EHHbIN) 10 mkn B KaXAYH Npo6upky
OKO 100 mkn B Npo6upky ansa OKO (oTpuuatenbHOro KOHTPONA)

MKO-1 HCV Lyo (BoCCTaHOBJIEHHbIN) 10 Mkn +90 Mkn OKO B npo6upky ana MK1 (N0ONoXUTenbHOro KOHTPO/iA)
MKO-2 HCV Lyo (BOCCTAHOB/IEHHbIN) 10 mkn +90 mkn OKO B Npo6upky ana MK2 (MONOXNTENbHOTO KOHTPONSA)
PeareHTt gna anounn PHK 50”™ MKn B KaX4yt Npoobupky

Mpwn akcTpakymun n3 200 mkn o6pasua

Mccnegyemble obpasubl 200 mKn B NPOGUPKKN ANs nccnenyembix o6pasLos
BKO B Lyo (BOCCTAHOBJ/IEHHbI ) 10 mkn B KaXXAyt nNpo6upky
OKO 200 mKn B Npo6upky ans OKO (oTpuuatebHOro KOHTPO/A)

MKO-1 HCV Lyo (BocaaHOBAEHHbIK) 10 mkn + 190 mkn OKO B npo6upky anda MK1 (MON0XNTENbHOro KOHTPO/IA)
MKO-2 HCV Lyo (BocaaHOBNEHHbI ) 10 Mmkn + 190 mkn OKO B npo6upky gnsa MK2 (MonoXXmMTenbHOro KOHTPONA)
PeareHT gna anouyunum PHK 100 mkn B KaXKAYyl Npo6upky

Mpwn akcTpakymm n3 1000 mkn obpasua

Mcecnepyemble o6pasybl L ]__(_)OO MK/ . B npoo6upkn gna nccnefyembix o6pasLos
BKO B Lyo (BocaaHOBNEHHbIN) 10 mkn B KaXAYH Npobupky
OKO 1000 mkn B Npobupky ans OKO (oTpuuaTenbHOro KOHTPONSA)

MKO-1 HCV Lyo (BocaaHOBNEHHbI) 10 Mmkn +990 mkn OKO B npo6upky agna MK1 (MoONoXXnNTenbHOro KOHTPOSA)
MKO-2 HCV Lyo (BocaaHOBNeHHbIA) 10 MK +990 mkn OKO B npo6upky ans MK2 (N0ON0XNTENbHOTO KOHTPO/IA)

PeareHT gna smouun PHK 100 mkn B KaXXyl0 Npo6upkKy

~Mpu Heo6xoannnoam fonyckaetca yBenuueHre o6bema anoummn o 90 M.

& 000 LUPMH (&7 INFO@CIRMI.RU €5 WWW.GOSZDRAVNADZOR RU



OT-NMUP ¢ AETEKUMEN B PEXXUME «PEAJIbHOMO BPEMEHW»

BHUMAHWE! Ans BHeceHusa B Npobupkun peareHtos, Nnpo6 PHK n KOHTpOnbHbLIX 06pa3L,0oB MCNoAb30BaTb O4HOPA30BbIe

HaKOHEeYHUKn c (*)VIﬂpraMVI.

1. OTo6paTb HEO6XOAMMOE KOMIMYECTBO CTPUMOBaHHbIX Npo6upok ¢ NMLP-cmecbto HCV Lyo gna nposegeHus OT-MLUP PHK
ncecnefyemMblix U KOHTPObHbIX 06pasLLoB.

2. BHectn B npobupku ¢ MUP-cmecbto HCV Lyo o6pa3subl cornacHo tabnuue:

Lob6aBnsiemblli peareHT/ obpasel,

BHecty no 20 mkn
BHUMAHWE! N36eratb nonagaHmsa copbeHTa B peakyNOHHY CMEeCh.

Mpo6bl PHK, akcTparnpoBaHHOI B uccneayemoro
B npobupkn gna uccnegyembix ob6pasyos

obpasya
. B Npobupky ans obpasua OKO (oTpuuatebHOro KOHTPONSA
Mpo6bl, 3KcTparnpoBaHHo# n3 OKO
3aKcTpakumm)
Pa3z6aBuTeNb B Npo6bupky ans o6bpasua K- (otpnuatensHoro koHTponsa MLUP)

Mpo6bl, akcTparmpoBaHHoM M3 MKO-1 HCV Lyo

(TONbKO MPU KONMYECT BEHHOM aHanuse)

Mpo6bl, akcTparMpoBaHHoO M3 NMKO-2 HCV Lyo

(npm KayeCT BEHHOM UMW KONMNYECT BEHHOM aHanmae)

B Npo6upky gns obpasua MNK1 (NONOXUTENBHOTO KOHTPOS)
B Npo6upky Ans o6pasua MNK2 (NONOXNTENbHOTO KOHTPONA)

3. Tlpun pydyHOM aHanu3e 3anporpammMmmpoBaTtb aMI'I}'II/ICbVIKaTOp c cuctemoi AeTeKunn B pexnme «peanbHOro BpeMmeHn»

COrNacHoO MHCTPYKLMM MO ero NpMMEHEHMWIO 41 BbIMOMHEHWA cleaylol el NnporpaMmel:

EfUHasA nporpamMmMa aMnangpukaumum v getekunm hayopecueHTHOro curHana

Temnepa a’c 1 Bpe [feTekuuna no kaHanam gn Konuyectso
M1 T Ms
Linkn patypa, p Ul knos
1 50 15 MUH - 1
2 95 15 MuH - 1
95 O c -
3 45
60 20c FAM, R6GN

MpumMmedyaHue -PekoMeHAyeMble napaMeTpbl A4S MPOrpaMMUPOBAHUS amMnaMGUKATOPOB YyKa3aHbl BO BK/ajbllwe,

npunaraemMom K Habopy.
BHMUMAHWE! TMNpu ucnonb3oBaHWM nporpammHoro obecne4veHns FRT Manager nporpammumpoBaHue amnavgukaropa

ycTaHaB/imBaeTCcA aBTOMaTn4ecKu.

4. Tepep NOCTaHOBKOW B aMNnMKaTop NNaHIWeTHOro Tuna ocajguTb Kanium co CTEHOK NPO6GMPOK Ha BOPTEKCE.

5. YcTaHOBUTb CTPUMbI B AYeiikM peakLMOHHOIo Moayns npuéopa.
6. 3anycTuTb BbIMOMHEHME NPOrpaMMbl aMNIUPUKaLUN ¢ geTeKumneil hNyopecLeHTHOTo CUrHana CornacHO UHCTPYKLMUK

no NpUMeHEeHNK NcNonb3yemMmoro aMI'II'IVI(t)I/IKaTOpa.

Netekuysi curHana ans dnyopodopa R6G ocyLLEeCTBASETCS MO KaHany AeTEKUMN ANt aHanornyHbix dnyopodopo HEX, JOE, Yellow, VIC.

@ 000 LHPMH [ INFO@CIRMLRU & WWW.G0SZDRAVNADZOR RU



AHAJING, BBIYVCTTEHVE N MHTEPTIPETAUNA PE3Y/IBTATOB

BHAMAHVE! Mpu pyyHom aHanu3e o06paboTKy AaHHbIX {(h1yOpPECUEHTHbIX KPWUBbIX), MOMYYEHHbIX B MPOrPaMMHOM
obecnevyeHnn npubopa, mMcnonblyemoro Ana nposegeHua T[LUP c geTekuuelh B pexume «peanbHOro0 BPEMEHU»,
NPOBOAMNTb COMNACHO MHCTPYKLMWW MO ero npuMmeHeHnto. PeKoMeHayemble napameTpbl 419 06paboTKN faHHbIX YKa3aHbl
BO BK/ajbllwe, npunaraemom K Habopy.

AHanus, BblUMCNEHWE N NHTEepNpeTaunto pe3yibTaTtoB MOXXHO NPOBOAMUTL:

- B Ka4yeCTBEHHOM W KO/IM4YeCTBEHHOM (opmare B aBTOMATMYECKOM pPeXxXume C UCNONb30OBaHWEM MNPOrpammHOro
ob6ecneyeHnss FRT Manager (OOO «WHTep/la6CepBuc», Poccusa) cornacHO pPykKOBOACTBY MONb3oBaTens, BblbpaBs
MeTOAMKY, YKasaHHYH BO BKnafjbllwe, npuiaraeMom K Habopy. PyKOBOACTBO MNOMb30OBaTefsi pasMel,eHo Ha
opuumnansHom caite OO0 «MHTep/la6CepBuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B KAYECTBEHHOM (hopmaTte B py4HOM peXume ¢ NOMOLLbIO nNporpammMmHoOro obecneyeHnsa npnbéopa, NCNONbL3YEMOro Ans
nposegeHnsa OT-MLP c getekumneli B pexxume «peasbHOro BPEMEHU», COMNAcHO MHCTPYKUWM MO €ro NPUMEHEHUID 1
WHCTPYKUUKM K Habopy.

& 000 LUPMY (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

BEPCUA £1.U0.LL-1



MpoHYMepoBaHoO, CKPemneHo M NpOLUNTO
nuct (a/oB)

"eHepanbHbIA anpekTop ObLiecTBa C

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



YTBEPXIAIO

FeHepa/ibHbIi ANPEKTOP

O. O. JTaBMHIOKOB

HABOP PEAIEHTOB /1A BbIAB/IEHNA U KOJIMYECTBEHHOIO
OMNPEAENEHNA PHK BUPYCA TENATUTA C (HCV) METO4O0OM OT-IMNupP
C JETEKUMEN B PEXXVUME «PEA/IbHOIO BPEMEHW»
«AMMNVNPAAM® HCV» MO TY 21.20.23-161-09286667-2022

WHCTPYKUUA No NnpuMeHeHuto Bepcun 15.12.22-1

lucT yTBEpPXAEHUS

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Amnnaufpanm Y VD

Habop peareHTOB 4515 BbISBNIEHUSA N KONIMYeCTBEHHOTo onpegeneHna PHK Bupyca
renatuta C (HCV) meTogom OT-MLP c getekumnen B pexmme «peasibHoro BpeMeHm»
«AmMnanipanm® HCV» no TY 21.20.23-161-09286667-2022

Avnnulipanm® HCV

NHCTPYKUWNA MO NMPUMEHEHWIO

000 «Hekctbro», Poccus, 111394, £/\H e KCT E M O
I\/ﬂ_ r. Mocksa, yn. MonumepHas, 4. 8, cTp. 2,
a . BrnotexHonornveckas
Ten. (495) 620-08-73, e-mail; info@nextbio.ru KOMNAHVE

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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CMUNCOK COKPALLEHWNIA 11 OBO3HAYEHNIA

a - Cycle threshold (noporoBbiit yukn)

HCV - Hepatitis C virus

BKO - BHYTPEHHMWI KOHTPO/bHLIN 06pasey,

BO3 - BCeMupHas opraHusauusa 3apaBooOXpaHeHuns
ME - MeXfAyHapoaHble eguHULbI

AOHK - [Le30KCMpUOBOHYKIenHoBas KucnoTta
AHKasa - pJe3okcupunboHykneasa

OHTO - pesokcupunboHykneotuagTpugochatsl

- KomMnnemeHTapHas AHK, nonyyaemas B peakuum o6paTHON TpaHCKPUNLUUKN Ha

KAHK maTtpuue PHK

HK - HYK/lemHoBas Kucnorta

nK1 - MNONIOXWUTENbHbIA KOHTPO/bHLI 06pasey 1, kannépatop MKO-1HCV naun MKO-
1 HCV Lyo

k2 - MOJIOXKUTENbHbIN KOHTPONbHbLIV 06pa3sel 2, kannbpaTtop MKO-2 HCV unum MKO-
2 HCV Lyo

K- - oTpuuaTtenbHbln KOHTpOAb MUP

OKO - OoTpuuaTenbHbI KOHTPONbHbIV 06pasew aKCTpakLuum

Mnup - nonumepasHada uenHas peakuus

PHK - PUOBOHYK/NEenHoBas KucioTta

PHKasa - puboHykneasa

PY - perucrpaynoHHOe ygoCcToBepeHue

TY - TexHu4yeckme ycnosus

yar - ypauyun-AHK-rnnkosunasa

HAVNMEHOBAHWE U3OETNA

Habop peareHTOB ANA BbIABMEHUA WU KOJu4YecTBeHHOro onpegeneHns PHK Bupyca renatuta C (HCV)
Mmetogom OT-MLUP ¢ geTekunen B pexxmme «peanbHOro BpemeHu» «Amnaulpaiim* HCV» no TY 21.20.23-
161-09286667-2022.

[Janee no TekcTy ynotpebnsiercs KpaTtkoe HammeHoBaHue: Habop peareHToB «AMmnnulpanm* HCV», a

TakXe cokpalieHne Habop peareHTos.

Bepcus 15.12.22-1
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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dopma BbiMycka 3 BK/IoUaeT cMechb 415 npoBeaeHus OT-TLIP, packanaHHyt nof Npocnoiiky napaguHa
no npo6upkam o6vemom 0,2 mn. dopma npefHasHavyeHa 4N NPUMEHEHUs COBMECTHO C aMNanguKatopamm
NAaHWeTHOro ¥ POTOPHOrO TMMa M paccuMTaHa Ha npoBefeHue uccnegoBaHus 100 o6pasuoB, BKAYas

KOHTpOU.

®opma Bbinycka 4 BKAOYAET NMOPUNN3NPOBAHHYIO cMecCb Ana nposegeHna OT-MLP B cTpunoBaHHbIX
npo6upkax (12 ctpunos no 8 npobupok) o6bvemom 0,2 ma. ®opma npefHasHavyeHa AN MPUMEHEHUSA
COBMECTHO C amnaudpukaropamu nNaHWeTHOro Tuna W paccyMtaHa Ha MpoBefjeHue WuccrefoBaHuA

96 06pasLoB, BKAKOYaA KOHTPON.

Ta6bnuuya 1
CocTtaB Habopa

PeareHT [o6bem,mn| Konuuyectso | OnwucaHne

®opma Bbinycka 1

BythepHbIii pacTBop co cneyndmyecknmm npaimepamu,
MnupP-cmecs HCV 0,6 2 Npobunpkn thnyopecuyeHTHO-MeUYeHbIMM 30HAaMM 1 AHTO,
[Mpo3payHas XnLKOCTb.
BythepHbIin pacTBOp, cofepXallnii NOHbI ABYXBaIEHTHOTO
Bytep C 0,3 2 Npobunpkn MarHums.
Mpo3payHas X1LKOCTb.
BythepHbIii paaBop, cogepxxawuin 1-Tmornmuepon.
Mpo3payHas >XNLKOCTb.
PactBOp c TepmocTabunbHoli JHK-nonnmepason Tag v ypaumn-
Taq nonvmepasa 0,06 2 Npo6upKn [OHK-rnnkosmnasofi.
Mpo3payHas >XNLKOCTb.
BythepHbiin pactBop ¢ PHK-3aBncumoin HK-nonnmepasoli.

PeareHT TG 0,015 2 Npo6upkun

Peseprasa R 0015 2 MpoGypky Mpo3payHas XNLKOCTb.
AKO-IHCV 0025 4 NPOGUDKA MonoXnTenbHbIN KOHTPONLHLIA 06pasel, Kannéparop.
) ' poobup Mpo3payHas XUAKOCTb.
0.02 4 NPOGUDKA MoNoXnTenbHbIN KOHTPONLHBIA 06paseL, KanmbpaTop.
MKO-2 HO/ 025 pobup Mpo3payHas xuagkoab.
BHYTPEeHHWIA KOHTPONbHBIN 06paseL.
BKOB 0,6 2 Npobupkn yTp P paseu
Mpo3payHas XUAKOCTb.
OTpuuatenbHbIl KOHTPObHLIM 06pasel,
OKO 11 2 npoGupki Mpo3payHas XMAKOCTb.
K. 03 2 NpoGUpPKM OTpuuaTenbHbIi KOHTPONbHBIA 06pasel,

Mpo3payHas XXnaKocCTb.
®opma Bbinycka 2

100 Npo6rpoK  BythepHbIii PacTBOp CO creuudUUEcKUMU npaimepamu,
(12,5 cTpunoB  (p/lyopecLeHTHO-MeYeHbIMU 30HAaMU 1 AHT®.
no Mpo3payHas XXNAKOCTb, packanaHa B CTPMNOBaHHbIe NPO6GUPKN
8 npo6upok)y™  MOA NapatiH 6enoro LgeTa.
BythepHbIii pacTBop, coaepXallinii MOHbI ABYXBAIEHTHOTO
bygep D 0,6 2 Npo6upkn MarHus.
Mpo3payHas XXNLKOCTb.
BythepHbIii pacTBop, cogepXkawmin 1-Tmornmuepon.
Mpo3payHas XNAKoCTb.
PacTBOp c TepmocTabunbHoi AHK-nonvmepasoii Taq nypaumn-
Taq nonumepasa 0,06 2 Npo6upkn [OHK-rnnkosmnasoii.
Mpo3payHas XXUAKOCTb.
BythepHbiin pactBop ¢ PHK-3aBucumoli JHK-nonnmepasoii.

MLP-cmecs HO/ 0,01

PeareHT TG 0,015 e 2 npobupku

PesepTasa R 0,015 2 Mpobupky Mpo3payHas XXNLKOCTb.
0.025 4 FDOGUDKM MONOXNTENBHBIN KOHTPO/bHLIV 06paseL, kannépartop.

MKO-1 HO/ , pobup Mpo3payHas XugKoCTb.

MonoXMTeNbHbI KOHTPONLHbLIA 06pasew, Kannéparop.
MKO-2 HO/ 0,025 4 MPOBMPKM 3 naumas KuaKOCTb.

BHYTPEHHMIA KOHTPO/bHLIV 06pasel,

2 6

BKO B 06 MPOBMPKA Mpospaurian skuakocTs.

OTpuuaTenbHbIA KOHTPObHLIV 06paseL.
OKO 14 2 npobupkun iy P pasey

Mpo3payHas XKUAKOCTb.

pPO6UPKK € ronybbiM NapauHOM HE UCNOMb3YHOTCA.

Bepcua 15.12.22-1
& 000 LMPMU 2] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU



PeareHt O6beM, MN Konnuectso OnucaHne

OTpuuaTenbHbIl KOHTPObHbIA 06pased,

K- 0,3 2 NpoGupK Mpo3payHas XULKOCTb.

®opma Bbinycka 3

BythepHbIin pacTBOp cO cneyndmnyecknmm npaimepamu,
MupP-cmecs HCV 0,01 100 Npo6upoK  hIlyopecueHTHO-MeUYeHbIMN 30HAaMN 1 gHTO.
Mpo3payHas XMAKOCTb, packanaHa nog napapuH.
BythepHbIli pacTBop, MOHbI ABYXBaNEHTHOIO MarHus.
MpospayHasn X1NLKOCTb.
BythepHbIin pacTBop, cogepykawnii 1-Tmornmuepon.
[Mpo3payHasn >KNAKoCTb.
PactBop ¢ TepmocTabunsHoin AHK-nonMmepasoii Taq n ypauumn-
Taq nonnmepasa 0,06 2 npo6upkun [OHK-rnnkosunnasoi.
[Mpo3payHasn >KXNaKoCTb.
BydepHblin pactBop ¢ PHK-3aBucmumoin AHK-nonnmepasoii.

Bycep D 0,6 2 Nnpobupku

PeareHT TG 0,015 2 Npo6upkn

PesepTasza R 0,015 2 npobunpkn Mpo3payHas XMAKOCTb.
MonoXutenbHbI KOHTPOJIbHBIA 06pasel, KanmbpaTop.
MKO-1 HCV 0,025 4 nNpo6upku Mpo3payHas XUIKOCTb,
NKO-2 Ha/ 0,025 4 NPOBMPKY MonoXutenbHbI KOHTPO/IbHBIA 06pasew, KanmbpaTop.
Mpo3payHas XnAKoCTb.
BKO B 06 2 NPO6UPKN BHYTpPEHHWN KOHTPO/bHbI 06paseL,.
Mpo3payHas XXUAKOCTb.
OTpuuaTenbHblii KOHTPO/bHLI 06paseL.
oKo 1A 2 Npo6ypKy Mpo3payHas XXNLKOCTb.
K_ 03 2 NpOBNPKX OTpuuatenbHbIi KOHTPO/bHBIA 06pasel,

Mpo3payHas XXUAKOCTb.
dopma Bbinycka 4

NnounuanposaHHas MLP-cmeck, cogepxalyas
96 npobupok  crneunduyeckre npariMmepsl, PayopecUeHTHO-MeUeHbIe 30H b,
MUP-cmecs HCV (12 ctpunos OHT®, MoHbI ABYXBaNeHTHOro MarHus, ypauun-AHK-
Lyo no 8 rnnko3smnnasy, TepmoctabunbHyto JHK-nonnmepasy Taq,
npo61pokK) [JeKcTpaH, Tperanosy.
Nnodunnsar 6enoro useTta.
MoNoXuTenbHbIN KOHTPOMLHbIA 06pasel, Kannépatop.

- 4 Npo6upkm
MKO-1 HCVLyo pobup Nnogmnnsat 6enoro ugeTa.
MonoXnTenbHbI KOHTPO/IbHBIA 06pasel, KanubpaTtop.
MKO-2 HCV Lyo 4 npo6upkm P paseu parop
Nnodmnunsar 6enoro ugerta.
BKO B Lyo 2 NpPoGUpKN BHYTpeHHWI KOHTPO/bHbIM 06pasel,
Nnotmnunsat 6enoro Lseta.
OKO 11 2 Npo6MpPKM OTpuuatenbHblli KOHTPO/bHBIA 06paseL,.
Mpo3payvHas XnLKOCTb.
PactBop gnsa BocctaHoBneHusa MKO-1 HCV Lyo, NMKO-2 HCV Lyo,
Pas6aButenb 12 2 Npo6upkn BKO B Lyo.

OTpuuaTenbHbIi KOHTPOMBLHBIA 0b6pasel,
Mpo3payHas XX1aKoab.

Tabnuuya 2
KomnnekTHoCTb Habopa
KomMnoHeHT dopmart Konnyectso
Habop peareHTOoB ((hopma Bbinycka 1, 2, 3 unn 4) - 1
VIHCTPYKLMS MO NPpMMEHeHN0 Habopa 8 afeKTpOHHOM BUAS”™ Ha ocpmumam?Hom -
cainte NMpownsBogutens; www.nextbio.ru
KpaTkoe pykoBOACTBO MO MpMMeHeHuo Habopa B GYMaXXHOM Bufe 1
KomnnekT Bknagblllen K Habopy B OyMa)XHOM Buge 1

B 3/1eKTPOHHOM BUfE Ha OpULMaNIbHOM
MacnopT KadyecTsa o i ) -
caiite MpoussoanTens: www.nextbio.ru

NeyaTHas BepCUsi UHCTPYKLUMMK AOCTYMHA Mo 3anpocy no tenegoHy (495) 620-08-73.

Bepcua 15.12.22-1
& 000 LPMU 2] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU



2.2. TpuvHunn metopa

MpUHLNN TeCTUPOBAHWUS OCHOBAH Ha NMPOBEAEHWM OOGPATHOW TpaHCKpMNUMKU (CMHTe3e Monekynbl KOAHK
no monekyne PHK c ncnonb3oBaHnem tepmeHTa peBepTasbl) 1 nocaegyowen amnanpukayum gpparmeHta
kAHK Bupyca renatnta C n BHYyTPEHHEro KOHTPOAbHOro ob6pasya (BKO) npu nomouwm cneynPuruyHbiX K 3TUM
yyacTkam nparimepoB u ¢epmeHTa Tag-nonmmepasbl. JeTekums NpoayKTOB amnnMpukaLum npoucxogut
nyTemMm m3mMepeHus yopecLEeHTHOro CUrHana B pexxmme «peasibHOro BPeMeHM» 3a CYET UCNOMb30BaHNA B
cocTaBe  peakuMOHHON cmecn  (YyOpeCLeHTHO-MeYeHbIX OJIMTOHYKNeoTUAOB  (30HAO0B).  30HAbI
rMépuMan3yoTca ¢ KOMNAEMEHTAPHbIM yyacTKOM amnnnpuuunpyemoin kAHK-muweHn, B pesynbTate 4ero
NPONCXOANT HapacTaHue WUHTEHCUBHOCTWU (yopecueHunn, 3TO NO3BONAET perucTpupoBatb HakomnjeHue
cneunpunUyeckoro NpoaykKra amnanpukayny nytem n3mMepeHns MHTEHCMBHOCTU (/IyOPECL,EHTHOTO CUrHana ¢
noMoLubio amnaugrnkatopa c CUCTEMON JeTeKuunm (AYyOpPecLeHTHOro CUrHana B PeXume «peanbHOro

BPEMEHMY,

KonnyectBeHHoe onpepeneHne PHK Bupyca renatmta C OCHOBbIBaeTCA Ha CyL,eCTBOBaAHUW NIMHENHON
3aBMCMMOCTU MeXJAY WCXOA4HOW KOHueHTpauuein kAHK-muweHn, nonyyeHHOW B Xxope obpaTHOM
TpaHckpunuuu, B uccnegyemMom o6pasle M LUMKIOM  Hayasa IKCMOHEeHUWaNbHOIo yBennyeHus
thyopecueHTHOro curHana (noporosslit Lukn. Cycle threshold, Ct). Mpu npoBegeHNM KONNYECTBEHHOTO TecTa
ob6patHasa TpaHckpunuua n amnandukauma PHK mccnepgyembix o6pa3uoB NpoBOAUTCA OAHOBPEMEHHO C
Kanubpatopamu MKO-1 HCV (unm MKO-1 HCV Lyo) n MKO-2 HCV (unm MKO-2 HCV Lyo) - o6bpasuamu ¢
N3BECTHON KOHUeHTpauyuen PHK HCV. Mo pe3ynbTaTtamMm NPOBOAUTCS pacyeT KOHLUEHTPaLuM OTHOCUTENbHO
KaXgoro kanubparopa, C y4eToM MNOTePb, KOTOPble OTC/AeXuBarTcA Mo cmeuweHunto Ct gna BKO.
KoHueHTpauuna kannbpaTtopoB W3MepeHa OTHOCUTENbHO MeXxayHapoAHoro crtaHgapta BO3  ans
KONMyecTBEHHOro onpejeneHns Bmpyca renatuta C, n KONMYeCTBO BMpYyca ONpeAensaertcs B MeXayHapOoAHbIX

eanHuyax Ha mn (ME/mn).

Habop copepXuTt cuctemy 3aluTbl OT KOHTaAMWHAUWM aMNNKOHaAMKN 3a cYeT NPUMEHEHUSA (epMeHTa
ypauyun-AHK-ramkosunasel (YAr) wn Tpudochata pgesokcuypuanHa. odepmeHTt YOI pacno3HaeT u
KaTanmsunpyeTt paspyweHune uenen [AHK, cogepxawux p[esokcuypuauH, Ho He [AHK, copepxauwei
LEe30KCUTUMUANH. le30KecnypuanH otcytcTByeT B npupogHoin AHK, Ho Bcerga npucyTcTByeT B aMnNANKOHaX,
NOCKO/NIbKY Tpugocthat Ae30KCUypuanHa BXOAUT B cocTaB cmecn AHTP B peareHTax Ans amnavpukauunu.
[e3okcnypnanH genaeTt KOHTaMUHUPYOLWME aMNINKOHbI BOCMPUUMYUBLIMW K pPaspylleHnto hepmMeHTOM
YOI po Havana amnangukaumm AHK-muweHun, n, cnegoBaTtenbHO, OHW He MOTYT ObiTb B AanbHelweM

amMnAnpUUNPOBaHHbI.

bepmeHT YAT TepMmonabuneH n nHaKTUBMpyeTcs Npu HarpesaHun Boiwe 50 “C 1 NO3TOMY He paspylaer

aMMJNKOHbI MULWEeHU, HapabaTbiBaeMble B npouecce MLP.

Ha satane OT-MLP ogHOBpeMeHHO BOAHOV Npobupke amna npunynpytotca yyactok KAHK Bupyca renatmnta
C (HCV) 1 wnCcKycCTBEHHO CUHTe3MpoBaHHas nocnegoBaTtenbHocTb BKO. PesynbTatbl amnandukaumun

perncTpmpyroTcs no 4ByM pasnnyHbIM KaHanam (yopecLeHTHON geTekunm (cm. Tabauyy 3).

Tabnuua 3
CootBeTtcTBre HK-MuLLeHel 1 kaHanoB qo/TyOpeCcLEHTHON AeTeKumn
KaHan gnsa dnyopodopa rAM R6G™
HK-muweHs BKO PHK HCV

(3k30reHHbI BKO)

WcKyccTBEHHO CUHTE3UPOBaHHas
nocnefoBaTeNlbHOCTb

O6nactb amnanguKaLnn 5'mJTR

N[eTekumsa curHana ans gayopogopa R6G ocylecTBAseTcs No KaHany geTekunm gnsa aHanormyHbix gayopohopos HEX,
JOE, Yellow, VIC.

Bepncua 15.12.22-1
& 000 LMPMU €] INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU



2.3. TpocCnexvBaemMoCTb 3HAUYEHWNII KaImbpaTopoB

Mi3amepeHune 3Ha4YeHU KoOHUeHTpauuun kannépatopos MKO-1 HCV (nam MKO-1 HCV Lyo) n MKO-2 HCV (nan
MKO-2 HCV Lyo) npou3BoguTCA OTHOCUTENIbHO pabounmx KanubpatopoB npowussofctea OO0 «Hekabuo».
KoHueHTpauuio pabounmx Kanub6patopoB oOnNpejensitoT CTaHAAPTU3NPOBAHHOW METOAWKOW  MNpPsSIMOro
N3MEpPEHNS KOHLUEHTPaLUN KOHTPO/IbHbIX 06pa3LL0oB Ha OCHOBE FEHHO-MOAM(PULUPOBAHHbLIX KOHCTPYKLMIA C
ucnonb3oBaHuem cnekTtpodoTomeTpa. KoapuumeHT Bapuauum WU3MEPEHUli aTTeCTOBAHHOIO 3HAYEeHWUs

KOHLIeHTpaunii kanmbpaTtopoB cocTaBnseT He 60nee 5% (C ypOBHEM AOBepuUTEIbHOW BepPOATHOCTU 95%).

KoHueHTpayums paboynx NONOXKMUTENbHbIX KOHTPOE n3MepeHa OTHOCUTENIbHO MATOrO MEeXAyHapoaHOro
ctaHgapTta BO3 gna HCV (NIBSC code 14/150) u BbipaxeHa B ME/mMn. KoadhdunymneHT Bapmnaynm namepeHuni
aTTeCTOBAHHOIO 3HA4YeHMA KOHLUeEeHTpauui KannbpatopoB cocTaBnfer He 6onee 5% (CypoBHeEM
foBepuTenbHOW BepoAaTHOCTM 95%). KOHUEHTpaLns HOBbIX CEPUA NONOXNTENbHbIX KOHTPOAEN NPON3BOANTCS

OTHOCUTENBHO paboumnx KOHTpPONENn (Kaxaas cepus) n OTHOCUTENBHO cTaHgapTa BO3 (ogHa 13 10-T1 cepuii).

3. KOHTPOJ1b KAYECTBA

3.1. BHyTpPeHHWIT KOHTPO/Ib KayecTBa

3.1.1.0TpuuatenbHbIi U NONOXUTE bHbI KOHTPOAW UCCefoBaHNA

Ona KoHTpona Bcex 3TanoB uccnefoBaHWUA, 3PPeKTUBHOCTM IKcTpakumm PHK u oueHKn BAnsaHus
nHrnomntopos OT-MUP npefycMOTpEHO MUCNONb30BaHME 3K30TeHHOro BKO - wuckyccTtBeHHOW PHK-
cofepauieli KOHCTPYKLWW, KOTOpas BHOCWUTCA B KaXAblii wuccnegyembln o6bpasey 6uomatepuana,
OTpuuaTeNbHbI KOHTPO/bHbLIA O6pasel 3Tana 3KCTPakuuMM W MONOXUTENbHbIE KOHTPO/IbHble 06pasLbl.
PesynbTatbl nccnegoBaHna o6pas3loB AO/MKHbI COOTBETCTBOBATb 3afaHHbIM KPUTEPUAM BaJUAHOCTH,
yKas3aHHbIM B pa3sfene «VIHTepnpetauusa pesynbTatoB». Ecnu pesynbtaTbl TECTUPOBAHUSA WUCCIEAYEMbIX
06pa3uoB, nonyyeHHole ana BKO, He COOTBETCTBYIOT 3afaHHbIM KPUTEPUAM BanMAHOCTU, yKa3aHHbIM B
pasgene «WHTepnpertaunsa pes3ynbtaTtoB», TO pe3ynbTaTbl WUCCNEAOBaHWA [aHHbIX 06pasL0oB cyMTaKOTCA

HeBalNngHbIMW, Tpe6yeTc;| NMOBTOPUTb UX aHaNN3, HaA4YMHaaA C 3Tana aKCTpakyuu.

OTpuuaTenbHbI KOHTPONbHLIN 06pasey (OKO) TecTupyeTcs, HaunMHasa c atana 3KCTpakumMu, U no3sonseT
KOHTPONMPOBATb BO3MOXHYI KOHTaMWHaUMIO ApyruMmu obpasuamu wuam amniavkoHamu. 6 npobupke c
oTpuuUaTesibHbIM KOHTPONEeM He fgo/nkHa getektnposartbca PHK HCV. B cnyyae HecoOTBeTCTBUSA pe3yfbTarta,
NOJIy4YeHHOTO /1 KOHTPOJ/IbHOTro o6pasua, 3agaHHbIM KPUTEPUAM BaSIMLHOCTU, MOJIOXKUTE/IbHbIE pe3ynbTarhl
4NnS nccnegyeMbix 06pasL,oB B MOCTAHOBKE CHMUTAKOTCA HEAOCTOBEPHbLIMU, HEO6XO0ANMMO NPEANPUHATL Mepbl MO
BbIABNEHUIO W NINKBUAALWUN WUCTOYHMKA KOHTaMWHaLWUW W MNOBTOPUTbL MCCNefO0BaHWe BCex uccnefyemblix

06pasuoB, B KOTOpbIX 06HapyxeHa PHK HCV, n oTpuyatenbHOro KOHTPOAA, HauyMHas ¢ aTana akcTpakyuu.

OTpuuyatenbHblit  KoHTponb OT-M14P (K-) Tectmpyetcs, HauumHas ¢ 23Ttana [P, u nosBonset
LOMONHNTENIbBHO  KOHTPO/MIMPOBAaTb  BO3MOXHYKH  KOHTamuHauuio amniaMkoHamwu. B npobupke c
oTpuyaTtenbHbiM KOHTponem OT-MUP He pomkHa pgetektuposatbca PHK HCV wmnm BKO. B cny4ae
HECOOTBETCTBUA pe3yfbTaTta, NONYyYEeHHOro A/19 KOHTPO/AbLHOTO o6pasua 3afjlaHHbIM KPpUTEPUAM BaiugHOCTH,
NONOXWUTeNbHbIE pe3ynbTaThl ANA UcCnefyeMblx 06pa3uoB B MOCTAHOBKE CYMTAKOTCA HELOCTOBEPHBLIMM,
HEo6X04AUMO NPeANnPUHATL MePbl MO BbISABAEHUIO U NNKBUAALWM UCTOYHMKA KOHTaMMWHaLMM U NOBTOPUTL

nccnefoBaHne Bcex o06pasyoB, HaumHasa ¢ atana OT-MLP.

B KauyecTBe MONOXMWTENbHOTO KOHTPONS MCNonb3ykTca peareHTbl MKO-1 HCV (nnm MKO-1 HCV Lyo) un
MKO-2 HCV (unn NIKO-2 HCV Lyo), Bxogawme B coctaB Habopa. B cnyyae HeCOOTBeTCTBUA pe3ynbTaToB ANA
NONOXWUTENbHbIX KOHTPONEN 3afaHHbIM KPUTEPUAM BanuAHOCTW, pes3ynbTaTbl ANS Bcex 06pasyoB B
NOCTaHOBKe cuMUTalTCA HEAOCTOBEPHbIMU, TpebyeTcA MOBTOPUTL WUCCNefOBaHWEe BCeX WUccneayemblx

06pasL0oB U KOHTPOEN, HaunHasa ¢ atana OT-MLP.
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3.1.2. AHayIn3 KasIMbpOBKU

KonnyectBeHHas oueHka kKoHueHTpauun PHK HCV B nccnepgyemblx obpasyax NpoBOAUTCS OTHOCUTENIbHO
KONM4yeaBEHHO OXapaKTepm3oBaHHbIX KannbpoBOoUHbIX 06pa3yoB MKO-1 HCV (uau MKO-1 HO/ Lyo) n MKO-2
HO/ (nam TKO-2 HO/ Lyo). T[lonoXwuTenbHble KOHTPOAbHble 06pasubl nNpefcTaBnsAT  coboi
MOANPULMPOBAHHLIN GakTepuodar MS2 ¢ M3BECTHOW KOHUeHTpauuein PHK HCV. WccnegosaHue
Kann6bpoBOYHbIX 06pa3LLOB MPOBOAUTCH NapanienbHO C uccnefoBaHWeM o06pasLoB, HayMHas C 3Tana

IKCTpaKuuu.

OnpepeneHne kKoHueHTpaumm PHK HO/ npoBogutca B COOTBETCTBMM C 3afaHHbIMW 3HAYEHUAMU
KOHUEHTpaunin KannbpoBOYHbLIX 06pas3L0B M MNONYYEHHbIMWU 3HayeHUAMU noporosoro uukna (Ct) agns
KannbpoBOUHbIX 06pa3u0B U nccnefyemMbix 06pa3L,oB. APPEKTUBHOCTbL KAIMOPOBKU AOMXKHA YKaabiBaTbCA
B 3aflaHHbI Anana3oH. Ecnn pesynbTaTbl, NOMyYEHHbIE AN MONOXUTENbHbIX KOHTPONbHbIX 06pasyoB, He

COOTBETCTBYHOT 3aflaHHbIM, HEO6XO,CI|VIMO NOBTOPUTb UccnepoBaHne, Ha4ynHaa C 3tana 3KCTpakunn.

3.1.3. KOHTpOsib MHTMBUPOBaHUA

[Ons KOHTpONA BCex 3TanoB uccnefoBaHua, 3Pp@eKTMBHOCTU IKcTpakumm PHK 1 oueHkn BamaHuA
MHrM6mnTopos TMLIP npegycMOTpeHO MUCNONb30BaHME 3K30reHHOro BKO (peareHT BKO B), koTtopblii
fob6aBnseTca B KaXAblli uccnegyemMblil M KOHTPO/NbHble oO6pasubl Ha 3Tane akcTpakuuwm. Pesynbtathbl
nccnefosaHusa BKO fOMKHBI COOTBETCTBOBATbL 3afaHHbIM KPUTEPUAM BaJULHOCTU AN1A MONOXMUTENbHBLIX U
oTpuuaTenbHbIX UccnegyemMmblx 06pa3LoB, ykasaHHbIM B pasjene «VHTepnpeTtaumsa pesynbtatoB». Ecin B
nccnegyeMblx obpasuax He o6Hapy)xeHa nocnegosaTenbHoOCTb BKO, To pesynbTathl nccnefoBaHus faHHbIX

06pa3L0B CUMTAOTCS HELOCTOBEPHbLIMU, TpebyeTcs MOBTOPUTb UX aHaIM3, HauYMHas C 3Tana aKCTPakLuu.

3.1.4. MOHUTOPUHT NabopaTopuy Ha HaIMuMe KoOHTaMUHaLUn

PekomeHayeTcs pa3 B Mecsil, NPOBOAMTL MOHUTOPWUHI nabopaTopuMn Ha KOHTaMUHaLWK NpOoAYyKTaMu
amnauukaymmn, unccrnegyeMmbliMmn obpasuamMu, MOJMIOXKUTENbHbIMU KOHTPO/IbHBIMK oO6pasuamun. OueHka
HanMuna/oTCyTCTBUA KOHTaMMHaLWWM MPOBOAMTCA MYyTEM WUCCNEAO0BaHUA CMbIBOB C Pas3/iMyHbiX OObEKTOB:
nuneTtok, pabo4ymx noBepxHocTein nabopatopHoii mMebenn, o60pyfOBaHNA U NMOBEPXHOCTEN MOMeEL,eHW.
B3ATMe ©n wuccnepoBaHue CMbIBOB cnefjyeT MNpPOBOAWUTbL COrNacHoO npoueaype, ONuWcaHHOW B
MY 1.3.2569-09 «OpraHusaunsa pabotel nabopaTopuii, UCNONL3YKOWKUX MeToAbl  amMnandukKaunm
HYKNIEWHOBbIX KuUcNoT npu pabote c Martepuanom, cogepxawumm MukpoopraHusmel t-IV  rpynn
natoreHHoctTu». [pn oO6GHapy>XeHUM KOHTaMuHauum HeobxoAMMO nposBecTn 06paboTky nabopaTtopuu
MOKLWUMN M Le3NHDULUNPYIOLWMMN pacTBOpamMmn COrnacHo ykasaHusam, onucaHHbliM B MY 1.3.2569-09. Takxe
4NA npefoTBpalleHUa KOHTaMuHauum nabopatopmm MAnM B Ka4ecTBe Mep NO AeKOHTaMuHaunm paboymx 30H
peKkoMeHayeTca MCNOAb30BaTh PacTBOP AN Ae3aKTUBaLUM HYKNEMHOBLIX KUCAOT, Hanpumep, «Onuratop»

npoussoactea OO0 «HekcTbno», Poccus.

3.2. PekomeHAyeMble KOHTPOJIbHbIE Marepuasibl

B KauecTBe KOHTPONbHbLIX MaTepuanoB A MPOBEPKU 3asABNEHHbIX (YHKLWOHANbHbLIX XapakTepucTuk
Ha6opa MOryT 6biTb MCMONL30BaHbI 3aperMcTPMpPOBaHHbIE Ha TeppUTOpUN Poccuiickoit degepaynmn naHenm
KOHTPO/IbHbIX 06pa3uoB, MpefHasHauyeHHble AN NPOBeAEHUS BHYTPEHHEro W BHELWHEro KOHTposeli

KauyecTBa nabopaTtopHbIX UccnefoBaHuin No o6HapyxeHnto PHK HCV.
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4. OrPAHNYEHNA METOANKWN NCC/IEAOBAHNA

4.1. Habop npuMeHseTca TONbKO ANS ANArHOCTUKMW in vitro.

4.2. Habop npeaHasHauyeH AN paboTbl TOJBKO C UCCNEAYEMbBIM MaTepuanoM, yKasaHHbIM B pasgene
«HasHaueHue». NccnefoBaHne ApYyrux BMAOB GUMONOTMUYECKOTO Matepmnana MoXeT NPUBECTU K NoayvyeHuto

HEeJO0CTOBEPHbIX PE3yNbTaTOB.

4.3. TlonyyeHne  [OCTOBEPHbIX pes3ynbTatos obecneumnBaetcs BbIMONIHEHMEM  TpeboBaHWUA,
npeabsaBASEeMbIX K B3TUIO, TPaHCNOPTUPOBAHWIO, NOAIOTOBKE W XpaHeHuio o6pasuoB uccneayemoro

maTepuana (cMm. pasgen «Mccneayemsblii Matepuans),

4.4, C nomouwbi Habopa BO3MOXHO [LUP-unccnegoBaHne T1onbko npo6 PHK, akcTparMpoBaHHbIX U3
nccnefyemoro matepuana COBMECTHO C BHYTPEHHUM KOHTPO/bHbIM 06pasuom - BKO B. Be3 ncnonb3oBaHus

BKO B HEBO3MOXHO MPOBECTM OLEHKY BalMAHOCTU NOCTaHOBKMU.

4.5. Habop npefHasHadyeH 4N NPOecCUOHanbHOro NpuMeHeHnsa. Habop [LO/MKEH MCNONb30BaTbCA
TONbKO KBanuU(puUuMUpoOBaHHLIM, OO6YYeHHbIM (B 06n1acTM KAMHWYECKOW nabopaTtoOpHO AuarHoankn)
nepcoHanom (Bpauu KAMHMYecKoli nabopatopum u MefuULMHCKME nabopaTOpHble TEXHUKU, OBYYEHHble

MOMeKYNSAPHbIM GMONOTNYECKUM METOANKAM).

4.6. TMpu pa6oTe ¢ HaGopoM crefyeT UCMNOMb30BaTh TONLKO aMMNANGPUKATOPbLI C CUCTEMON AeTeKkuun
(hNYyOpecLEeHTHOro CUTHaNa, XxapakTepUCTUKA KOTOPbLIXY40BNETBOPS IOTTPe60BaHMAM, yKa3aHHbLIM B pasgene

«JlononHUTeNbHOE 060pyJOBaHME 1 MaTeEPUaAsbl».

5. MEPbI NMPEAOCTOPOXHOCTU U MPEAYTNPEXAEHWA

5.1. Pab6oTta go/mkHa npoBOoAMTbCA B nabopatopuu, BbINOAHAKOLWENR MONEKYNApPHO-6Monornyeckme
(NMUP) nccnepoBaHmsa 6M0NOrM4ecKOro Mmatepuana Ha Hanmume Bo3byantenein MHPEKLNOHHbLIX BONE3Hel, ¢
cobnogeHmem TpeboBaHuii CaHlMNunH 3.3686-21 «CaHUTapHO-3aNMgemMnonornyeckme TpeboBaHua no
npounnakTuke WHPEKUMOHHbIX 60ne3Heli» n CaHluH 2.1.3684-21 «CaHUTapHO-3aNMAEMMNONOTNYECcKMe
TpeboBaHNA KCOAEPXaHUIO TEPPUTOPUI TOPOACKUX N CENbCKUX MOCENEeHU, K BOAHbIM 06beKTaM, MUTbEBOIA
BOJE W MNWUTbEBOMY BOJAOCHAOGXeHWO, artmochepHOMY BO3AYXY, MO4YBAM, XW/IbIM TOMELEHUAM,
akcnnyataumMm NPOU3BOLCTBEHHbIX, O6LWECTBEHHbIX MOMELWLEHWA, OpraHn3aLmn 1 NpoBeAEHNI0 CaHUTapHO-
NpPOTUBO3NMAEMUMYECKUX (MPOGUNAKTUYECKUX) MeponpuaTuin». B cooTtsetctBum ¢ n. 4.4. MY 1.3.2569-09
«OpraHusauna paboTtel nabopatopuii, MCNONbL3YOLWMUX METOAbl aMNANPUKALUN HYKNEUHOBbLIX KUCAOT Npu
paboTe ¢ wmaTtepuanom, cofepxawum MUKpoopraHusmbl I-IV  rpynn natoreHHocCTU» fonyckaeTcs
nposejeHue uccnefgoBaHuii  6uonormyeckoro Matepuana (6e3 npegBapuUTeNbHOr0  HakKoMAeHua
B036yantens) Ha Hannuue HK (PHK) Bo36yanTenein napeHTepanbHbiX BUPYCHbIX renatuToB Bnabopartopuu,
uMerLwehn CcaHUTapHO-3aNUAEMUNONOTNYECKOE 3aK/l0YeHMe O BO3MOXHOCTM npoBejeHusa paboTr ¢
Bo3bygutensamm -1V rpynnbl natoreHHocTu. Martepuan gnsa UccnefoBaHWUi NOANEXUT NpeaBapuUTeNbHOMN

06paboTKe B COOTBETCTBMU C METOANYECKMMU yKazaHuamm MY 1.3.2569-09.
5.2. Tpu paboTe HEO6GXOAUMO BCerfa BbIMOMHATL Cnefytoline TpeboBaHunA:

- MpXUMeHSATL HABop CTPOro MO Ha3HAUYEHWUD B COOTBETCTBUM C [AaHHON WMHCTpyKuuel. OTKNOHeHUe OoT
nponucaHHbIX Npoueayp U nopsiaka AeicTBMiA MOXeT NPMBECTU K NONyYeHMUI0 HeJOCTOBEPHbIX Pe3ynbTaToB

aHanunsa.

- NabopaTopHbIi npouecc [JO/MKEH 6biTb OAHOHaNpaBneHHbIM. AHanuM3 cneayeT MNPOBOAUTL B
OTAeNbHbIX MoMelweHnAax (30Hax) B cooTeBetcTBUM ¢ MY 1.3.2569-09. He Bo3Bpawartb o06pasybl,

o60pyAoBaHMe U peareHTbl B 30HY, B KOTOPOIi 6biNa NpoBeAeHa Npeabiayuias ctagus npouecca.
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- PaccmatpuBatbh mccnegyemble obpasubl Kak MHGPEKLMOHHO-OMNacHble, OpraHn3oBbiBaTb paboTy u
XpaHeHue B cooTBeTaBuun ¢ CanluH 3.3686-21.

- Y6upaTb M ge3smH@uUuMpoBaTb pasnuTble 06pasubl WAU peareHTbl, UCNONbL3Ys Ae3nHPUUuUupyouLe

cpeactBa B cooTBeTaBuu ¢ CaHluH 3.3686-21.

- YpanaTb HEeUcnoNb30BaHHble peareHTbl, peareHTbl C WCTEKW MM CPOKOM TOAHOCTM, a Takxe
MCNO/Mb30BaHHble peareHTbl, ynakoBKy” 6M0N0rMYecknii matepunan” BkaoYasa Marepuanbl, UHCTPYMEHTbI U
npegmeTbl, 3arpsA3HeHHble  6MONOTMYECKMM  Matepuanom, B COOTBETCTBUM € TpeboBaHMAMM
CaHlunH 2.1.3684-21.

BHVIMAHVIE) MNpun ypaneHnn oTx040B mocne amnaugukayuu (Npo6upok, cogepxalwux npoaykts [MLP)
HeAOoMyanMo OTKpPbIBaHME NPO6GMPOK 1 Pa3bpbi3rMBaHME COAEPXKUMOTO, NOCKOMbKY 3TO MOXEeT NMPUBECTH K

KOHTaMuHauuu npoayktamu MLP nabopaTopHOW 30HbI, 060PYAOBAHNA U PEAreHToB.

- Wcnonb3oBaTb U MeHATb NpWU KaXAol onepauuy OAHOPA30Bble HAKOHEYHUKW A1 aBTOMAaTMYECKUX
fos3atopoB ¢ gunbtpom. OAgHOpPasoBYK NAacTUKOBYK nocyay (NMpoO6upkn, HaKOHEYHWKM) Heobxoaumo
cHbpacbiBaTb B cneLmManbHblii KOHTEHEP, COAEPXKALL A Ae3nHPULUPYIOLLEE CPEACTBO, KOTOPOE MOXET ObITb

MCNONb30BaHO ANA 06e33apaXKMBaHNS MEAULUHCKUX OTXOLOB.

- Ha6op npegHasHayeH ANa OAHOKPATHOIO NPUMEHEHUs ANA MPOBEAEeHUs UCCNef0BaHUS YKazaHHOTo

Konuuectea 06pasuoB (cM. pasgen «®oOpMbl BbiIMyCcKa, COCTAB M KOMMAEKTHOCTb»).

- K pa6oTte c HabopoM gonyckaeTcs TONbKO MepcoHasn, 06yYeHHbI MeToAamM MONEKYNAPHON AnarHoankm
1 npaBunam paboTbl B KNIMHUKO-AMArHoanyeckoli nabopatopun B yaaHOB/MIEHHOM nopsaake (B COOTBeTaBUU C
Tpeb6oBaHuammu CaHlnH 3.3686-21).

- He ucnonb3oBatb Habop, €cnM HapylweHa BHYTPEHHSAS ynakoBKa WAW BHEWHWI BWUA peareHta He

COOTBETCTBYET OnncaHuio.

- He ucnonb3oBatb Habop, ecnu He co6AOAANNCH YCNOBUSA TPAHCMOPTUPOBAHUS U XPAHEHUA COTNacHo

WHCTPYKL MW,
- He cMewuBaTh peareHTbl pasHbiX cepuii.
- He ncnonb3oBaTb HA6OP MO UCTEYEHUM CPOKA FOAHOAMN.

- Wcnonb3oBaTb 04HOPA30BbIE HEONYAPEHHbIE MepyaTku, nabopaTopHble Xanathl, 3aWnlaTe rnasa Bo
BpeMs paboTbl c o6pasuamMmmn 1 peareHTamu. TuiaTesibHO BbIMbITb PyKM MO OKOHYaHUK pa6oTbl. Bce onepayuu

npoBOAATCA TONbKO B nep4yatkax Ana UCKNKOYeHNA KOHTaKTa C OpraHM3Mom 4yenoBeka.

- He eab, He NMWUTb M He KYpUTb B NpoOLLECCE MCNONb30BaHUSA Habopa. M3beratb KOHTAKTa peareHToB C

KOXeW, rnasaMm ncnmsnaoii o060n104koii. He rnotats.

- MNpy KOHTaKTe HeMeANeHHO MPOMbITb MOPaXeHHOe Meao 6O0NbWMWUM KONMYECTBOM BOAbI W MpK
NMIOXOM CaMOYyBCTBMM 06PATUTLCA 3a MeEAUUMHCKOW nomolblo. Mpyv nonagaHuuM BHYTPb PBOTY He

BbI3blBaTb, MPOMOAOCKATb POT BOAOW, 06paTUTLCSA K Bpady Npu naoXoM caMOo4YyBaBuUU.

5.3. Mpwn MCMO/b30BaHNN no HasHayeHuto n cobnwgeHnun BblLWENEPEeYNUCIEHHbLIX  Mep
npefoCTOPOXHOCTM Habop 6Ge3onaceH. PeareHTbl Habopa (kpome Taq nonumepasbl. PeareHta TG u
PaszbaBuTens) cogepxxatr HaTpua asug B KOHUeHTpauum He 6onee 0,1 % M COOTBETaBEHHO He
KnaccuunumnpyroTca Kak onacHble u He TpebyloT CO610feHNA cneLmnanbHbiXx Mep NPefOCTOPOXKHOAaN, Kpome

yKasaHHbIX B JaHHOM pasjene.*

* Hemcnosnb3oBaHHbIe peareHTbl, peareHTbl C WUCTEKLIMM CPOKOM TFOAHOCTM, MCMOMb30BaHHbLIE peareHTbl, ynakoBKa
OTHOCATCS K K/lacCy OnacHOCTM MeANLMHCKUX OTXOZAO0B T

®buonornyeckunii matepuasn, BKIKOYas MHCTPYMEHTbI U MPEeAMeThl, 3arpsis3HEeHHbIE MaTEPUAioM, OTHOCATCS K Kiaccy
OMacHOCTY MeAULMHCKUX OTXOA0B bB.
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PeareHT TG cogepXuT 1-Tuornuuepon B KOHUeHTpauunm He 6onee 1% © COOTBETCTBEHHO He
KnaccupuumpyeTcs Kak onacHbli 1 He TpebyeT cO6MI0AEHNA CNelnanbHbiX MeP NPefOCTOPOXHOCTU, KpOMe

yKasaHHbIX B JaHHOM pasjene.
5.4. Cneuutunyeckne Bo3geiicTBua Habopa Ha OpraHu3M 4yesoBeka:
- KaHuepOoreHHbI apheKT OTCyTCTBYET.
- MyTareHHOe geiicTBMe OTCYTCTBYET.

- PenpofykTUBHAas TOKCUYHOCTb OTCYTCTBYET,

6. OOMNOJ/IHUTE/IbHOE OBOPYOOBAHWE NN MATEPUNANDI

6.1. BssTve 1 npegBapuTesibHasi 06paboTKa UccredyeMoro matepmana

B3ATne v npegBaputenbHyto 06paboTKy nccnefyemoro matepuana npoBoamTb cornacHo MY 1.3.2569-09.

6.2. 3kcTpakums PHK 13 nccnegyembix 06pasuoB

6.2.1. Habop peareHToB [ANA 3KCTPaKuMW HYKIEWHOBBLIX KWUCAOT, 3aperncTpupoBaHHbii B PO 1

COOTBETCTBYIOLW NI cneaytoWwum Tpe6oBaHUSAM:

~ Ha6op no3BonsieT Bbigenats HK 13 6nonormueckoro matepuana (nnasma Kposu) v 4N NocCneAyrLLErO

nccnegosaHna metogom OT-TILP;
- Habop He OTHOCMTCA K aKcnpecc-meTogam akcTpakuyum HK;
- Habop nos3BonfeT nccnegosarb 06pasLbl 06bLeMOM He MeHee 100 MKA;
- Habop No3BONAET NPOBOAUTL 3NHOLMI0 oYM eHHO HK Bob6beme He meHee 50 MK,

B xoge npoBeAeHUA KAMHUYECKUX WCNbITaHWA Banupauuio npownm «MarHolpalim*' YnbTpa» #u
«AmnnunMpalim PUBO-npen» (PY Ne ®CP 2012/14017),

6.2.2. lononHUTeNnbHble MaTepuanbl n o60pyaoBaHne, Heob6xoanmbele gna akcTpakumm HK, - cornacHo

WHCTPYKLMM K Habopy peareHToB ANA akcTpakumm HK.

6.3. O6partHas TpaHCKPUNUUs, aMnaMduKauus, AeTekums NPoayKToB aMniMdukaLmm,
aHanM3 1 MHTepnpeTaums pesynbLTaTos

6.3.1. OgHOpa3oBble NoAUNpPoONNIeHOBLIE NPobupkKN, cBob6oaHble oT AHK33/PHKas, cnegyowmx Buaos

(Npn ncnonb3oBaHUN Gopmbl Bbinycka 1):

- TOHKOCTEHHble Npo6upku ans MLP o6bemom 0,2 M/ C BbINYKNOW UAW NNOCKOW ONTUYECKN Npo3paYvHoii
KPbILWKOA NAn npo6upkn o6bemom 0,2 M1 B CTPUNAX MO 8 WIT. C NPO3payHbIMU KpbiWKaMu - 418 NpoBeAeHUs

MLP npu ncnonb3oBaHnn npubopa NnaHWeTHOro TMna,

- TOHKOCTEeHHble nNpobupkm gna MUP o6bemom 0,2 MA ¢ NAOCKOW KPbIWKOW nan npobupku gna MUP
o6bemom 0,1mn B cTpunax no 4 WT. ¢ KpbllWKaMmu - gna nposegeHusa MNLUP npu ncnonb3oBaHun npubopa

POTOPHOro TUMNa.

6.3.2. 3aBMHYMBAIOLLMECS MPOGUPKN U KPbILWKA K HAM WUAW NAOTHO 3aKpblBatolmecs Npo6upkn o6beMoM

15-2Mn-409 NPUTOTOB/IEHMA PeakUMOHHOW cMecn (NpU MCNoNb3oBaHUKM GopMbl Bbinycka 1, 2 nam 3).

6.3.3. OgHOpa3oBble HAaKOHEeYHUKN, cBob6OoAHbIe oTAHKa3/PHKa3s, gna fo3atopoB nepemMeHHOro o6brema

¢ hunbTpom go 100 mkn.

6.3.4. Wrtatmebl gna npo6bupok obvemom 0,2 Mmn wunm 0,1mn (B COOTBETCTBMM C WUCNOJSIb3YEMbIMU
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npobupkamu gna MLP).
6.3.5. bokc abakTepuanbHOW BO3aywHoOM cpeabl (MLP-60kKC).
6.3.6. LleHTpudyra-sopTekc.
6.3.7. ABTOMaTnyeckme f03aTopbl NepemMeHHOro o6bvema.

6.3.8. CTaHUUS aBTOMATM4yeckas C MOAYNeM AN NMPUIrOTOBIEHWS U packankyh peakuMOHHbIX CMecei u
KOMMNNEKT PacXoAHbIX MaTepuanoB K Heil COrfacHO WMHCTPYKuuu MpPoOu3BOAUTENS, - MPU MCMNONb30BAHUN
opMbl Bbliycka 1 B c/iyyae NPUTroTOBMEHWS PeakLuMOHHO CMecu C UCNOSIb30BaHWEM aBTOMAaTUUYECKOW

CTaHUnn.

6.3.9. MporpaMmmunpyemblini amnangpuKaTop ¢ CUCTEMON AeTeKuum GhyopecLeHTHOrO CUrHana B pexunme
«peanbHOro0 BpPEMEHM» POTOPHOro Tmna, NM6O NNaHWeTHOro Tuna, 3aperucTtpupoBaHHbIA B P® n

COOTBETCTBYIOLW NI cneayoum Tpe6oBaHUAaM:

- HaAnM4yme He3aBUCUMbIX KaHanoB (yOpecLeHTHON peTtekumum gna ¢nyopogopos FAM u R6G co

cnefyloULMMmN XapaKTepucTuKamu:

Tabnuua 4
TpebyeMble XxapakTepUCTUKMU KaHasioB (p/lyOpecLLeHTHOM AeTeKummn
[ONVHbI BOMH, HM
KaHnan gnsa conyopodopa Bo36y>kaeHns JAeTtekymn
MuHMyM Makcumym MuHMyM 1 Makcumym
FAM 450 470 510 530
R6G 515 532 545 580

- 4Nna NpubopoB NNaHLWeETHOro TUNa HaaMune NoAorpeBaemMoil KpbilWKK ¢ Temnepatypoii 6onee 100 °C;
- TOYHOCTb NoAfep>aHna Temnepatypbl <=z0,4 «c;

- CKOpPOCTb HarpeBa He meHee 2 “C/cek;

- CKOpOCTb OXNnaxkaeHusa He meHee 1 ®C/cek.

B xo4e npoBefeHUs KAWMHWYECKUX MCMbITaHWI Banujauuilo MNpownu crnefylowme nporpammupyemMbie
aMnan@ukaTtopbl C CUCTEMOI AeTeKuUn (IYOPECLLEHTHOTO CUrHana B peXume «peasbHOro BPEMEHU»:
Rotor-Gene Q (PY Ne ©C3 2010/07595), Applied Biosystems QuantStudio 5 (PY Ne P3H 2019/8446), C1000
Touch B komnnekTe c Mmogynem CFX96 (PY Ne ®C3 2008/03399), ATnpalim (PY Ne ®CP 2011/10229).

6.3.10. XonoaunnbHWK OT 2 40 8 *C C MOPO3MNbHON KaMmepoin OT MUHYC 24 oo MUHyc 16 "C.
6.3.11. OTheNbHbIN xanat, Wano4ykn, 06yBb 1 0g4HOPa30Bble NepyaTkm B cooTBeTCcTBMM ¢ MY 1.3.2569-09.

6.3.12. EMKOCTb Ansi cbpoca HaKOHEYHUKOB.

7. NCCNEOAYEMbIA MATEPUAN

MaTtepuanom gns uccrefoBaHus CAYXWUT Naa3mMa KpoBy.

B3sTue, npefgBapuTensHylo  06paboTKy, TpaHCnopTUpOBaHWE U  XpaHeHWe  uccregyemoro

6MON0rMyecKkoro matepuana cnegyet NpoBoAgUTL B cooTBeTCTBMM ¢ MY 1.3.2569-09.
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8. MPOBEAEHUWE NCCNEOOBAHUA

WccnepoBaHne [O/MKHO MNPOBOAMTLCS TMPW  HOPMaibHbIX MoKasaTensix MUKPOKAMMAaTa KAMHUKO-
AnarHoctuyeckoii nabopatopumn®:

- TemnepaTtypa okpyxatwuwero sosgyxa ot 20 go 28 “C;

- OTHOCUTesNbHasA BNaXHOCTb 40 - 75 %.

8.1 3kctpakumsa PHK n3 nccnegyemoro marepuana

Ona akctpakumn PHK ucnonb3oBaTb Habopbl peareHTOB, peKOMeHAOBaHHble [lpou3BoguTenem B
pasgene «[lononHUTeNbHOe o6opyfoBaHne N matepuansl». Mopagok paboTel ¢ HabopamMu ANA IKCTPaKLMK
HK cmoTpuTe B MHCTPYKLLMN MO UX MPUMEHEHUIO.

BHVMAHVE! nMNpu npoBegeHun wuccnefosBaHMs HeAONYCTUMO WUCMNO/Mb30BaHMEe BKCMpecc-MeToA0B
3KCTpakuyuun HK.

8.1.1 MNpun ncnonb3oBaHnUM OOPM BbIinycka 1, 2, 3.

Kaxxpgasa rpynna akcTparmpyembix 06pa3uoB AOMKHA COMPOBOXAATbCSA MOCTAHOBKOW OTpuuaTenbHOro
KOHTpO/a (OKO) 1 noNoXuTtenbHbiX KOHTPObHbIX 06pa3uyos (MKO-1 HCV n MNMKO-2 HCV) ByKazaHHOM uucne
NOBTOPOB:

- OKO - BogHOM noBTOpE;

- MKO-1 HCV - BABYx NoBTOpax Npv NepBOi NMOCTaHOBKe UCMO/Mb3yeMoi cepumn Habopa, BOAHOM - Mpu
nocneaywmx (ToNbKO NpM NOCTaHOBKE B KONMYECTBEHHOM (hopmare);

- TMKO-2 HCV - B aBYX NOBTOpax Npu nNepBoli NOCTaHOBKE B KO/IMYECTBEHHOM (hopmaTte, B O4HOM - Mpu

nocneayroumnx noctaHOBKax B KOIMYHECTBEHHOM qoopmaTe N npm noctaHOBKe B Ka4eCTBEHHOM d)opmaTe.

BHMAHVE! Kanu6patop MNKO-1 HCV ncnonb3yertcs TonbKo Npu NpoBeAeHUN KOMMUYECTBEHHOTO aHanusa.

Mepep akcTpakynein HeEO6XOA4MMO Pa3MOpPO3nNTb KOHTPObHbIe 06pasubl: BKO B, OKO, MKO-1 HO/ n MKO-
2 HCV.

BHV/IMAHW/E! PasmopaxuBaTh criefiyet TO/IbKO HEO6X04MMOe KONUYECTBO MPOBUPOK C peareHTamu. [ns

ogHon noctaHoBku OT-MLP TpebyeTca pasamopo3ka He 60nee ogHoW npobupknu ¢ NMKO-1 HO/ n NMKO-2 HO/.

B npouecce akcTpakuum PHK ucnonb3oBaTb 06beMbl peareHToB M UCCNefyemMblx 06pasLoB COrfacHo

Tabnuuye 5.

BHUMAHWE! PeareHT BKO B BHOCUTCS B KaXKAYt MPOGUPKY C UCCNedyeMbIMU U KOHTPONbHLIMKU 06pasuaMu

(BKNtOYAA MONOXMUTENbHbIE U OTPULLATENbHbBIA KOHTPONN).

BHUMAHVE! Ana skctpakuyuum PHK wu3 100 MKn uccneayeMoro o6pasia  MCNONb3yetcs KOMMIEKT
«Amnnunlpainm PUBO-npen», ns 200 mkn - «MarHolpaim* YnbTpa», popma Bbinycka 1, n3 1000 mkn -

«MarHolMpanm* YnbTpa» hopma BbiNycka 2 UM gpyrne pekomeHgyemble Habopbl (CM. N.6.2).

® YKaszaHbl [ONYCTMMble HOPMblI Temmepatypbl W OTHOCMTENbHOW BAAaXHOCTM BO34yxa B paboueli 30He
NPON3BOACTBEHHBLIX MOMELLEHMI A B COOTBETCTBMM C TpeboBaHuAMM TOCT 12.1.005-88 «Cuctema cTaH4apTOB
6e3onacHocTn Tpyaa. ObLme caHUTapHO-TMrmeHnYeckne TpeboBaHMA K BO3ayxy pabouyeii 30HbI».
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Tabnuua 5
OObeMbI peareHTOB U UccregyemMbix 06pasyoB Mpu UCMosb3oBaHuy hopm Bbinycka 1, 2, 3

PeareHT/ 06pasey, O6bem [Nob6aBnatb

Mpw akcTpakumm n3 100 mkn obpasya

B MPOGUPKM 4151 UCcnefyeMblxX

Vccnepyemblii obpaset| 100 mkn 06pasLoB
BKO B 10 mkn B KKyl Npo6upky
OKO 100 mMKn B Npo6upky ans OKO
MKO-1 HCV 10 mkn +90 mkn OKO B Npo6upky ana MK1
MKO-2 HCV 10 mkn +90 mkn OKO B Npo6uMpKy ana MNK2
PeareHT, ucnonb3yemblii ansa anoumm PHK 50 MKn B KAyt Npobupky

Mpw akcTpakymmn n3 200 mkn obpasua
B NPOGUPKN ANs nccnegyemMblix

Vccnenyemsblin obpasely 200 MKn 06pasLOoB
BKO B 10 mKkn B KabKAyt0 Npo6unpky
OKO 200 mKn B Npobupky gna OKO
[MKO-1 HCV 10 mkn + 190 mkn OKO B Npo6umpky ana MK1
MKO-2 HCV 10 mkn + 190 mkn OKO B NPo6upkKy ans Mk2
PeareHT, ncnonbayemsbliin gnsa anounn PHK 100 mkn B KKyt Npo6upKy

Mpw akcTpakumn 13 1000 mkn obpasya
B NPOGUPKN AN51 Nccnegyembix

Wccnepyemblii obpasel, 1000 mKn 06pasLoB
BKO B 10 mKkn B KabKAy0 NPOBUPKY
OKO 1000 mkn B Npo6upky ana OKO
MKO-1 HCV 10 mkn +990 mkn OKO B Npob6upky ana MNKi
[MKO-2 HCV 10 mkn +990 mkn OKO B Npo6upky ana NK2
PeareHT, ncnonbsyemsliin gnsa anounn PHK 100 mkn B KKyt Npo6unpky

8.1.2 [pn ncnonb3oBaHN OPMbI BbiMycka 4.

Kaxpaa rpynna skcTparMpyeMbiX 06pasLoB JO/MKHA COMPOBOXAAaTbCA MOCTAHOBKOW OTpuLATeNIbHOrO
KOHTPO/iA (OKO) 1 NONOXUTENbHBIX KOHTPOJIbHbIX 06pa3yos (MKO-1 HCV Lyo 1 MKO-2 HCV Lyo) Byka3aHHOM

yncne NOBTOPOB:

- OKO - BogHOM noBTope;

- MKO-1 HCV Lyo - B ABYX MOBTOpax Npu NepBoOii NOCTAaHOBKE MCMNO/b3yemMol cepun Habopa, B O4HOM -
npu nocnepyrowmx (TONbKO Npu NOCTaHOBKE B KONMYECTBEHHOM opmarte);

- MKO-2 HCV Lyo - B ABYX MOBTOpax Npuv NepBOii MOCTAaHOBKE B KO/IMYECTBEHHOM (hopmaTte, B O4HOM -
npuv nocnefyroLwmx NOCTaHOBKax B KOIMYECTBEHHOM (hopmMaTte 1 NpyM NOCTaHOBKEe B KAYECTBEHHOM (opmarTe.
BHUMAHWVE! Kann6patop [MKO-1 HCV Lyo ucnonbsyetcs Tonbko npuv MNpoBeAeHUUM KONMUYECTBEHHOTO
aHanumsa.

BHVMAHVE! PeareHTsl MKO-1 HCV Lyo, MKO-2 HCV Lyo n BKO B Lyo Tpe6ytoT BOCCTAaHOBNEHUS.

pn HeobxoAMMOCTM foMnycKaeTca yBennyeHne oobema antoummn o 90 Mk
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[na BOCCTAaHOBMEHWS NMOMDUNM3NPOBAHHbLIX peareHTOB Heo6X0AUMMO B MPOBGUPKY C AMOpUAN3aTtom
fob6aBuTb PasbaBuTenb a obbeme, ykazaHHOM B Tabnuue 6, nepemellartb COAEPXMMOe MNPOGUPOK C
BOCCTaHOB/IEHHbIMUN peareHTamMmun, ocaguTb Kaninm Ha BOpPTeEKCe.

Tabnuua 6

O6bem PasbaButens A1 BOCCTaHOBJ1EHNA peareHToB

PeareHT PaszbaButens, MKn
MKO-1 HCV Lyo 25
MKO-2 HCVLyo 25
BKO B Lyo 600

B npouecce akcTtpakumm PHK ucnonb3oBatb 06beMbl peareHTOB M uccnegyembix o6pasyoB corfacHo
Tabnuuye 7.

BHVIMAHVE! PeareHt BKO B Lyo BHOCUTCA B KaXAyl MNPO6GUPKY C UCCAEAYEMbIMU U KOHTPO/bHbLIMM
o6pasuamu (BKMOYas NONOXKMUTENbHbIE Y OTPULLATENbHbBI KOHTPOMN).

BHVMAHVE! Ans askctpakuumu PHK u3 100 mkn  uccnefyemoro o6pasua  WCNoONb3yeTcs KOMMIEKT
«Amnanlpainm PUBO-npen», n3 200 mkn - «MarHolpanm* YnbTpa», popma Bbinycka 1, n3 1000 mkn -
«MarHolMpanm® YnbTpa» opMa BbiNycka 2 UM gpyrne pekomeHgyemblie Habopbl (cm. n.6.2).

Ta6bnuya 7
O6beMbI peareHTOB 1 UCCeayeMbIX 06pa3yoB Npy UCNOIb30BaHMN (hopMbl Bbinycka 4

PeareHT/ o6pasey, O61bem [o6aBnaTb

Mpwn akcTpakymm n3 100 mkn obpasua
B NPOGUPKN AN5 Uccnefyemblx

Vcecnegyembiii o6pasey, 100 mMKn 06pasLioB
BKO B Lyo (BoccTaHOBMEHHbI) 10 MKn B KXyl Npo6upky
OKO 100 mkn B Npobupky gna OKO
MKO-1 HCV Lyo (BocCTaHOB/MEHHbIN) 10 mkn +90 mkn OKO B Npo6upky ana MK1
MKO-2 HCV Lyo (BOoCCTaHOBNEHHbIN) 10 mkn + 90 mkn OKO B Npo6upky ana MK2
PeareHT, ncnonb3yemblin gns anounn PHK 50® MKn B KaXKAyt Npobupky

Mpw akcTpakumn n3 200 mkn obpasua

Viccnegyemblin obpasel, 200 mKn B MPOBGUPKY ANA NCCNEAYEMbIX

o6pasyoB
BKO B Lyo (BOCCTaHOBNEHHbI) 10 MKn B KKyl Npo6upky
OKO 200 mKn B Npobupky gna OKO
MKO-1 HCV Lyo (BOCCTaHOBNEHHbI) 10 mkn + 190 mkn OKO B Npo6upKy ana MK1
MKO-2 HCV Lyo (BOCCTaHOBMEHHbIN) 10 mkn + 190 mkn OKO B Npo6upky ansa MK2
PeareHT, ncnons3yemsiii gns anoumm PHK 100 mkn B KaKAyt0 NPO6UpPKY

Mpwn akcTpakuum n3 1000 mkn obpasya
B MPOGUPKM ANA nccnesyemblx

7 n 06
ccnepyemblin obpasel, 1000 mkn 06pa3LioB

BKO B Lyo (BOCCTaHOB/EHHbIN) 10 MKn B KXyl NPO6UpPKY

OKO 1000 mkn B Npobupky ans OKO

MKO-1 HCV Lyo (BoccTaHOBNEHHbI) 10 MK + 990 mkn OKO B Npo6upky ana MK1

MKO-2 HCV Lyo (BOCCTaHOBNEHHbIIA) 10 mkn +990 mkn OKO B NPO6UPKY Ana MNK2

PeareHT, ncnonbsyemsliin gna anoumm PHK 100 mkn B KAyt nNpobupky

* NIpn HEO6X0AMMOCTM AONycKaeTca yBennyeHne obbema antounmn o 90 mkn,
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8.2 [logrotoBka peareHTOB A1 aMnavdukaumnm

8.2.1 Mpwn ncnonb3oBaHnn hopmbl Bbinycka 1.

BHUMAHVME! KomnoHeHTbl peakuMOHHOW cmecu cneayeT CMeWWBaTh HEMNOCPEACTBEHHO nepef

nposegeHnem OT-MLLP.
BHVIMAHVIE! Heo6xoauMMo MUHMMU3MPOBATL BpeMs HaxoXfeHus PeareHta TG, Taq nonumepasbl u
PeBepTasbl R Npy KOMHATHOI Temneparype.

BHVMAHVE! B cnyuae npurotoBneHuss peakLWOHHOW CMecy C MOMOLLbD aBTOMaTUUECKOW CTaHuum
cnepylrite ykazaHUAM MHCTPYKLUK NO €e UCMONb30BaHMUIO.

8.2.1.1 PaccuutaTb 06bEMblI peareHToB, Tpebyowmnecs 415 NPUTOTOBAEHUA PeakUMOHHOW cMmecn (CM.
Tabnnuy 8). Cmecb roToBMUTb Ha O6LEe YNCNO NCCAEAYEMbIX U KOHTPOJIbHbIX 06pa3L,0B NOC 3anac He MeHee

YeM Ha OfHY peakuuto.

Tabnuua 8
PacueT 061EMOB KOMMOHEHTOB A/151 OAHOW peaKUWOHHOW CMecu

PeareHT O6beM, MKN 1 O603HaYeHns
MupP-cmecs HCV 10*(N+1)
Bytep C 5*(N+1)

25*(N+1) A7 KO/IMYECTBO amniMduumnpyembix 06pasyos,

PeareHT TG BK/IHOHAsA KOHTPONM
Taq nonnmepasa (N +1)
Peseprasa R 0.25%(N+1)

8.2.1.2 Pa3mopo3nTb peareHTol. [lepes cMewWnBaHMEM peareHTOB rMepemMelartb COAepXumoe

NPO6UPOK C peareHTamMun, 0caguTb Kanju Ha BOpPTEKCE.

8.2.1.3 TpuroToBUTbL pPEaKUMOHHY CMecCb, [06aBWB KOMMOHEHTbHI B O6bemMax, PacCUUTaHHbIX B

n. 8.2.1.1. Nepemewartb cMecb U 0CaanTb Kanim Ha BOpPTEKCE,

8.2.1.4 OT06patb HEO6XOA4MMOE KONMYEeCTBO NPOOGUPOK unm cTpunos ansa nposegeHus OT-MUP PHK
nccnefyeMbix U KOHTPOJbHbIX 06pa3yoB, Bei6op Npo6upok And aMnangukaynum 3aBUCUT OT UCMOMb3YEMOTO

aMmnangukatopa c CUCTEMONM feTeKUuUn B peXxknme «peanbHOro BPeMeEHU».
8.2.1.5 BHecTn B NpobMpKM no 15 MKN NPUroTOBNEHHON peakLuNOHHOW CMecHu.

BHNMAHVE! Hencnonb3oBaHHble OCTaTKU peaKkLMOHHO CMecU XpaHEeHUIO He NOoANexar.
8.2.2 TMpwu ncnonb3oBaHUn hopMbl BbiMycka 2 1 3.

BHVMAHVE! KomnoHeHTbl peakKuMOHHOW cMecu cneayeT CMeWWBaTb HENOCPEACTBEHHO nepej

nposegeHuem OT-MLP.
BHVMAHVE! Heo6xoaMMo MUHMMWU3MPOBATL BPEMS HaxoXjaeHus PeareHta TG, Tag nonumMmepassl U

PeBepTasbl R Npy KOMHATHOW TemnepaTtype.
8.2.2.1 Paccumtatb 06beMbl peareHTOB, Tpebylowmecs 418 NPUTOTOBAEHUA peakLMOHHO cMmecn (CMm.

Ta6nuuy 9). CMecb roToBUTL Ha 06LLee YUCN0 UccieayeMblX U KOHTPO/bHbLIX 06pa3L,0B N/C 3anac He MeHee

YeM Ha OfjHY peakLuio.
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Ta6bnuua 9
PacueT 06 bEMOB KOMMOHEHTOB pPeakUMOHHOW CMecu

Pearent O6bem, MKn 0603HaueHus
Bydep D 10%(N+1)
Pearent TG 025*(N+1) N- KOnM4yecTBo amnanuuMpyemblix 06pasLos,
Tagq nonvmepasa 1*(N+l) BK/KOYasa KOHTPON

PeBeptasa R 0,25*{N+1)

8.2.2.2 Pa3Mopo3nTb peareHTbl. [lepef cMellMBaHWEM peareHTOB MnepeMmelwatb COLEPXUMOe
Npo6uMpOK C peareHTamu, 0CaAuTb Kanjan Ha BOPTEKCeE.

8.2.2.3 TMpurotoBnTb peakLMOHHYKD CMeCb, A06aBMB KOMMOHEHTbl B OObemMax, pacCyuTaHHbIX B
n. 8.2.2.1. Nepemewarb CMecb 1 0CafUTb Kanin Ha BOpPTEKCce.

8.2.2.4 OTob6paTb Heob6xoAMMOe KONM4YyecTBO npobupok wunu ctpunos c¢ MUP-cmecbto HCV pans
npoBeaeHuns OT-MLP PHK nccnegyembix M KOHTPObHbIX 06pa3uoB.

8.2.25 Yb6epautbca, 4to napauH MOSHOCTLIO MOKPbIBaeT pacTBOpP Ha AHe Npobupok. B npoTuBHOM
cnyyae, He UCMOJIbL30BAaTb flaHHble MPOBUPKN.

8.2.2.6 Ha noBepxHOCTb NapamHa BHeCTM N0 10 MK NPUTOTOBNEHHOI peakLuMOHHOW CMecu, Npn aTom
OHa He [0/I)XHa NpoBanMBaTbCa NOA NPOCNOIKY nNnapaguHa n cmewmnsatbes ¢ NUP-cmecolo.

BHMMAHWE! Heucnonb3oBaHHble OCTATKM PEaAKLMOHHOW CMECU XpaHeHU0 He noanexar.

8.2.3 MNpu nucnonb3oBaHN POPMbI Bbinycka 4.

OTo6patb Heo6XOA4MMOE KOMMYECTBO CTPUMNOBaHHbIX npobupok ¢ TMUP-cmecbto HCV Lyo pans

nposepeHuns OT-MLP PHK nccnegyembix n KOHTPO/bHbLIX 06pasy,oB.

8.3 BHeceHwue npo6 PHK, npoBegeHne amnangukaumm n getekumm

BHMAHWME! Mpu po6asneHun npo6 HK, akcTparMpoBaHHbIX C MNOMOLWbLI HAabOpPOB peareHToB AnA
nNpoBeAeHNs IKCTPaKuUMM MeTOAOM COpbuMM Ha cuAMKarene WM MarHMTHONM cenapayuu, Heo6XoAuMo

n3beratb nonagaHusa copbeHTa B peakL,MOHHYO CMeCh.

BHVMAHWVE! Mpu pyyHom aHanu3se (KauecTBeHHbIV popmMaT) NnporpaMmMupoBaHue 1 3anyck amnangukatopa
NPOBOAWUTL  COFNAcCHO  WHCTPYKUMM NO €ero MpUMEHeHWio. PeKoMeHgyemble napameTpbl  Ans
nporpaMMMpoBaHMs aMNIUGUKATOPOB YyKasaHbl BO BKfAagbliwe, npuiaraeMoMm K Ha6opy. [Mpu
MCNoNb30BaHUM nNporpammHoro obecnedyeHuns PRT Manager nporpammmpoBaHue amnaudgukaropa

yCcTaHaB/1nBaeTCA aBTOMaTu4ecKu.

8.3.1 BHecTn B MoAroTtoBneHHble MNPO6GMPKM C peakyUoHHOW cmecbto/nnodunmnszatom npobbl PHK,
NnoflydeHHble B pe3ynbTaTe 3KCTPakKUUW U3 TECTUPYEMbIX W KOHTPONbHbIX 06pasyoB, M OTpULATEeNbHbIN

KOHTponb OT-MUP - peareHT K- unn Paz6aButenb B COOTBETCTBMM C Tabauueinn 10.
Ta6bnuya 10

O6pa3subl M UX 06bEMbI ANS NpOoBeAeHMA aMnanpukaLmnn

O61beM TecTpyemoro o O6bEeM KOHTPOJILHOTO
KOHTpOsbHbIN 06paseL,
IMKN >MKN
Mpwn ncnonb3osaHun popm Bbinycka 1,2,3

MKO-1 HCV
(TOMbKO NpY KONMYECTBEHHOM aHasIn3e)
[MKO-2 HCV
10 (Npn Ka4eCTBEHHOM WM KONIMHYECTBEHHOM aHa/In3e) 10

OKO
K-
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O6>eM TECTUPYEMOro .
Py KOHTPOMbHbII 06pasel O61BbeM KOHTPOJILHOrO
»MKJT IM KA

Mpw ncnonl)20BaHnM hopmbl Bbinycka 4

MKO-1 HO/ Lyo
(TONBKO MU KONMMYECTBEHHOM aHa/IN3e)

MKO-2HO/1yo
20 (NpV Ka4ECTBEHHOM WM KOMIMYECTBEHHOM aHa/T3e) 20

OKO

PasbaButenb

BHUMAHWE! Mpoectn OT-TMLP cpa3y nocne BHeceHnss HK-npo6 1 KOHTpONei B peakyNOHHbIEe CMECH.

8.3.2 3anporpamMmmnpoBaTtb aMmnanPrUKaTop ¢ CUCTEMON AeTEKLUN B PEXNME «peaslbHOro BpeEMEHMU» AN

BbIMONIHEHNA eANHON NporpaMmMmbl aMnaAnuKaunm mn getekyunmn GnyopecueHTHOro curHana (cMm. tTabnunuy 11).

Ta6bnuya 11
EgvHas nporpamma amnangukauum n getekumm dolyopecueHTHOro CMrHasa
Linkn Temnenarvpa. "C Bpews [eTtekuna no kaHanawm gns Konunyectso

parypa, LMKNoB

1 50 15 mMuH - 1

2 95 15 mMuH - 1
95 10c -

3 45
60 20c PAM, R6C®

8.3.3 [Mepefn NocTaHOBKOW B aMNAM(UKATOP NAAHWETHOro TUMa 0CaAMTh Kamn/im co CTEHOK MPO6GMPOK Ha

BOpTEKCe.
8.3.4 YCcTaHOBWUTb MPOGMPKN UAN CTPUNBI B AYENKN peakLMOHHOTo moaynsa npubopa.
8.3.5 3anycTuTb BbIMOMHEHWE NPOrpamMMbl aMOAMGUKaLNN C eTeKLMeER (hIyopPecLeHTHOro curHana.

8.3.6 Mpnbop npoBOAUT perncrtpaumio ¢GAyopecLeHTHOro CcurHana aBTOMaTUYeCcKU B pexume

«peanbHOIo BpeMeHn».

8.4 AHaIN3 1 BbIYUC/IEHNE pe3yNibTaToB

BHUMAHWME! Mpun py4yHOM aHanm3e o06paboOTKy faHHbIX (PNyopecueHTHbIX KPWBbIX), MNOJIyYEHHbIX B
nporpaMmMHOM obecneyeHnun npuéopa, ucnonblyemoro ana nposegeHuss OT-MUP ¢ geTekuuein B pexume
«peanbHOro BpPeMeHW», MNPOBOAUTbL COMNaCHO WHCTPYKUMM MO €ero MnpuMeHeHuto. PekomeHayeMmble

napameTpbl Ans 06paboTKM faHHbIX yKa3aHbl BO BK/aAblle, NpuaaraemMom K Habopy.

BHUMAHWME! KonuuyecTBeHHbIA aHanu3 pe3ynbTaTOB BO3MOXXHO MNPOBOAUTb TOMbKO B aBTOMAaTU4YECKOM
pexume ¢ NCNONb30BaHNMeEM nporpammHoro obecneyveHna FRT Manager (OOO «NHTep/la6CepBuc», Poccus,
PY Ne P3H 2019/8870) cornacHO pyKOBOACTBY NMOnb30BaTeNs, BoibpaB MeTOAUKY, YKa3aHHYK BO BKAagbllwe,
npunaraemom K Habopy. PykoBOACTBO nonb3oBaTens pasMel,eHO Ha oduumanbHoOM  calite

00O «NHTep/la6CepBuc» no agpecy: https://www.interlabservice.ru/sen/Ice/frt/.

O6paboTka 1 pacyeT pe3y/nbTaTOB NPOUCXOLUT HA OCHOBaAHWUW Hanu4yua (MK OTCYTCTBUA) NepecevyeHuns
KpuBOW (nyopecueHummn S-obpasHoin (cMrmMoo6pasHoOi) (hopMbl C YCTAHOBMEHHOW Ha COOTBETCTBYHOLWEM
YPOBHE MOPOroBOWN NMHUEN, YTO onpeAenseT Hannyme (MNN OTCYTCTBUE) ANA AaHHO npo6bl HK 3HauyeHus

noporosoro uwukna (Ct) B cooTBeTcTBytoWel rpade Tabnauubl pesynbtatoB. [apameTpbl 06paboOTKM

NdeTtekums curHana gna gayopogopa R6G ocylecTBaseTca Nno kaHany geTekunun ana aHanorndHbix gayopogopos HEX,
JOE, Yellow. VIC.
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(hNYyOpPECLEHTHbIX KPUBbIX 3aBUCAT OT MCNONL3YEMON MOAEeNuU amnaudukaTopa (CM. BKnaablill K Ha6opy u

WHCTPYKLMIO NO NPMMEHEHUI0 amnangukaTopa).

KpuBble HakoMneHus (JyopecueHTHOro CWUrHana aHanu3uMpylTcs Mo ABYM KaHanam [JeTeKkuuun

(cm. Tabnuyy 12).

Tabnuua 12
JeTekumna riyopecLeHTHOro curHana

Kanan gns conyopodopa PAM R6G
MpoaykT amnandmkaymm BKO PHKHCV

Ha OCHOBaHWM NONYyYEHHbIX 3HAYeHUIi Noporoeoro uukna (Ct) u 3afaHHbIX 3HaUYEeHW A KOHLEeHTpauuin ans
Kanm6paTopoB CTPOMTCA KanMGpoBOYHAs KpuBas, MO KOTOPOW MPOBOAMUTCA aBTOMATMYecKWii pacueT

KOHLUEHTpaLMN MeXayHapoaHbix eguHuy, PHK HCV B 1 mn 6mnonormnyeckoro o6pasya (ME/mn).
Mpy KONMYeaBEHHOM aHasM3e pacyeT KOHLUEeHTpaLum BbINOMHAETCS B ABYX BapuaHTax:

e B ME PHK B0O36yguTena Ha 1 mn o6pasua;

e Bnorapnpmax ME PHK Bo3byagutens Ha 1 mn ob6pasua.

PacueT koHUeHTpayun PHK HCV npoBogutcs no hopmyne:

coep= KO3hDMUMEHT A X ({co6p-i+ cosp-n) / 2),
KoathdpuuymeHT A =100/ 06beM 3KCTPaKUUM (MKN),
Co6p-1 - Cnkl/2~ ((Cto6p, cney CtnKlcneu) » (Cto6p. Bko  CtnKl BKO))«
Cp6p-2 “ Cnk2/2* ((Ctp6p. cney Clnk2cney) ~ (Cto6p. BkO  Ctr»K2 BKO))«
roe:
Cobp- pacueTHOe 3HauyeHue KoHueHTpaumun PHK HCV (ME/mMn) gna Kaxgoro Tectupyemoro obpasuya;

Coop-1 - pacyeTHOe 3HaYeHue KoHueHTpauum PHK HCV (ME/mn) gna kaxgoro rectupyemoro obpasuya,

paccyMTaHHOE C yY4eTOM 3HAYeHWUR, nonydeHHbIx ans MKI1;

Cobp2 - pacyeTHOe 3HadyeHue KoHueHTpauum PHK HCV (ME/mn) gns kaxgoro tectmpyemoro obpasua,

paccyUMTaHHOE C y4eTOM 3HaYeHul, NonydeHHbIx gnsa MK2;

Cnki - KOHUeHTpauyua MK1 (ME/mn), ykazaHa BO BKNajgbilwe K Habopy peareHTOB 4/ Kannbpatopa
MKO-1 HCV / MKO-1 HCV Lyo;

Cnie - KoHueHTpauua MK2 (ME/mn)), ykazaHa BO BKiafbile K Habopy peareHToB 414 Kanubpartopa
MKO-2 HCV / MKO-2 HCV Lyo;

Ctobp. ceu- 3HauyeHue Ct gna Tectupyemoro obpasua no kaHany R6G;
CtnKlcneu'®- 3HaueHune Ct gna obpasya MNK1 no kaHany R6G;
CtnKz cney,'®-3HauveHune Ct gna obpasua MNMK2 no kaHany R6G;
Cto6p. BO- 3HauyeHune Ct anda TectTupyemoro obpasua no kaHany PAM;
CtnKlI BkO'®- 3HaveHue Ct ansa obpasua MNK1L no kaHany PAM,;
CtnKz2 BKO'®-3HaueHune Ct gna o6pasya MNMK2 no kaHany PAM.

LOna nonyyeHns pesynbtatoB B Lg X ME/mMAn Heo6xoanmmo Bocnonb3oBatbest hyHKUMeld LOG B nporpamme

Microsoft Excel.

Mpu nepBoi NnoctaHOBKe cepun Habopa ANnA pacyeTa MCNoAb3yeTcs cpeAHee 3HayeHue Ct, monyyeHHoe ANa ABYX
NOBTOPOB KaIMbpaTopos.
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8.5 WHTepnpeTauunsa pesysibTatoB
NHTepnpeTauunto pe3ynbtatoB NPOBOAAT B iBYX BapuaHTax:

- B KQ4ecTBEHHOM (hopmaTte BPY4UHYH B COOTBETCTBMU C Tabnuueir 13 M BKNaablieM, NpunaraembiM K
Habopy. Pe3ynbTat uccrefoBaHUsA CHUTAOTAOCTOBEPHBLIM, EC/IN Pe3y/bTaThl, MONYUYEHHbIE AN KOHTPOJbHbIX

06pa3L0B, COOTBETCTBYIOT KPUTEPUAM BaNUAHOCTU, yKa3aHHbIM BTabnuue 15;

- B KayeCTBEHHOM W KO/IMYECTBEHHOM (opmMarte B aBTOMATWMUYECKOM pPeXWmMe C UCNONb30BaHUEM
nporpammHoro obecnedeHus FRT Manager {OOO «WHTep/la6CepBuc», Poccusa, PY Ne P3H 2019/8870)
cornacHO pPYKOBO/ACTBY MNoOJib30BaTtens, BblbpaB MeTOAMKY, YKa3aHHYH BO BK/ajbllle, npuiaraemMom K
Habopy. PykoBOoACTBO MNonb3oBatensi pasMew,eHo Ha oduumanbHom cante OOO «MNHTep/labCepBuC» MO
agpecy:. https://www.interlabservice.ru/service/frt/. Wcnonb3yemble B NpOrpaMMHOM ob6ecrneyeHnun
anropuTM MHTepnpeTayun pesynbTatoB 414 UcCAegyemMblx 06pa3LoB 1 KpUTEPUN BalMAHOCTU pe3ynbTaTos,

NonyyeHHbIX 1 KOHTPONel, NnpeacTaBneHbl BTabnmuax 14 n 15 COOTBETCTBEHHO.

Ta6bnuuya 13
ViHTepnpeTauus pesynbTaTtoB 4715 Uccenyembix 06pasLos
npun npoeegeHnn Ka4eCtBeHHOro aHas/imsa
PesynbTtar MHTepnipetaums
3HadveHne Ct no kaHanam gns gnayopogopos FAM n R6G He HeBanuaHbli!
ornpe/jeneHo U onpejesnieHo Bbille rpaHMYHoro”™ C6oli BKO! TpebyeTca NOBTOPUTL aHaNn3
3HaueHue Ct no kaHany gns gnyopoopa FAM onpeneneHo He
Bbllle rpaHNYHOro, a No KaHany ana gnyopogopa R6G Bbliwe Pe3ynbTat COMHUTENbHbIN
rpaHN4Horo
3HaueHue Ct no kaHany gns gnyopotopa FAM onpeneneHo He
Bbille rpaHN4YHOro, a Mno KaHany Ana dgnyopocgopa R6G He PHK HCV He o6Hapy>keHa
onpegeneHo
3HaveHune Ct no kaHany gns gnyopogopa R6G onpegeneHo He
BblLLIE rpaHM4Horo. Mpy 3ToM KpuBas (yopecueHunn gaHHOoM
nNpoo6bl MO fJaHHOMY KaHany nepecekaeT NMOPOroBy NHUIO Ha PHK HCV o6Hapy>keHa
yyacTKke  xapakrepHoro 9KCMOHEeHLManbHOro nogsemMa
hnyopecueHunn.
Ta6bnuua 14
VIHTepnpeTauus pesynbTaToB 418 Uccregyembix 06pasLuons
npun npoeeneHnn KONM4eCTBeHHOro aHasin3a
PesynbTar MHTepnpetaums
3HaueHune Ct no kaHanam ansa gayopodopos FAM n R6G He HeBanngHbIii!
ornpe/esieHo WK onpejeseHo Bbllle rpaHn4Horo™ C6oii BKO! TpebyeTcsi NOBTOPUTL aHan3

3HaueHne Ct no kaHany pans dgnayopogopa FAM He

ornpeaeneHo WM onpefaeneHo Bbllle rpaHWyHoro, a no  O6Hapy>keHa PHK HCV. KonuuecTBeHHbI pacyeT
KaHany pns gnyopogopa R6G onpegeneHo He Bbille HEBO3MOXKEH

rpaHN4YHOro

PHK HCV o6Hapy»>keHa B KOHLEHTpaLun MeHee
PaccumTaHHOe 3HaueHue KoHLUeHTpauun PHK no kaHany ans 500 ME/mMn npu skcTpakuuun n3 100 mkn o6pasua
thnyopodopa R6G MeHbLUe HWXKHEFO npegena SIMHENHOro
JnanasoHa u3MepeHus Habopa, npy aTom 3HayeHue Ct no
KaHany pns gnyopodopa FAM onpegeneHo He Bblle
rpaHN4YHoro PHK HCV o6Hapy>keHa B KOHLeHTpaun meHee

50 ME/mn npwu akcTpakyumn mn3 1000 mkn o6pasya

PHK HCV o6Hapy>keHa B KOHLEHTpaLun MeHee
250 ME/mn npu akcTpakummn n3 200 mkn obpasua

“ rpaHuyHble 3HaueHNsa Ct ykasaHbl BO BKIagpllle, NpunaraeMomM K Haéopy.
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Pesynbtar MHTepnpetaums

PaccuntaHHOe 3HadeHne KoHUeHTpauun PHK no kaHany gns
tnyopoopa R6G Haxogutca B npegenax JIMHENHOro
[uanasoHa nsmMepeHua Habopa, npu 3ToMm 3HadveHue Ct o
KaHany pns dgnyopodopa FAM onpeneneHo He Bblle
rpaHNYHoro

PHK HCV o6Hapy>keHa B KOHLLeHTpauun
XHON ME/mMn nnm Lg X ME/mn

PaccuntaHHoe 3HayeHue KOoHUeHTpauun PHK no kaHany ans
thnyopotopa R6G Bble BepxHEro npegena JANHEAHOTO
Anana3oHa n3smepeHus Habopa, nNpu 3T0M 3Ha4veHue Ct no
KaHany pgna dnyopogopa FAM onpegeneHo He Bbiwe
rpaHN4YHOro

PHK HCV o6Hapy>keHa B KOHLieHTpauuu 6osee
1xX10® ME/mn

3HaveHne Ct no kaHany pgna gnayopodopa R6G He
onpegenieHo, a no KaHany pAna  dayopogopa FAM PHK HCV He o6Hapy>keHa
ornpeaesnieHo He Bbllle rpaHNYHOro

Ta6bnuuya 15
KpI/ITepVII/I Ba/IMAHOCTU A/1A KOHTPOJIbHbIX 06pa3L|,OB

Pe3ynbTaTbl amnnandmkauum no kaHany gnsa dgyopodopa

FAM R6G
OKO OnpegeneHo 3HayeHue Ct He Bbilwe 3 ct
(oTprLaTeNbHbIA KOHTPO/b 3KCTPaKL M) rpaHu4Horo”™ Hauenne Lt otcyrereyer
K-

(oTpuuatensHbIi KOHTPoAb OT-MLIP) 3Hauenrme Ct otcyrereyer

MK2 OnpepeneHo 3HayveHne Ct He Bblle rpaHUYHOro

Moka3aresnb aPpheKTUBHOCTU
amnnndukaumn (E) gna kanmépartopos
- yKnagbiBaetcs B AnanasoH 0,8 - 12°®
KoatdmuneHTt getepmuHayunm (R He
MeHee 0,9V **

MK1
MK2

8.6 BO3MOXHble OWNGKN 1~ pekoMmeHgaunm no nx peweHno

8.6.1 [na oTpuuaTtenbHOro KOHTpona akctpakumm (OKO) no kaHany ansa gpayopodopa R6G onpegeneHo
3HayeHue noporosoro uukna (Ct). BeposiTHa KOHTaMUHaL Mg nabopaTopun NPoAyKTaMu amnanpuKkaLmm mnm
KOHTaMWHaLUsa peareHTOB UAM Uccnepyemblx 06pa3LoB Ha KaKOM-11M60 3Tane uccnegoBaHus. Heo6xognmo
NPeanpUHATbL Mepbl NO BbIABEHUIO M MUKBUAALUN UCTOYHMKA KOHTAMWHAUWN 1M MOBTOPUTbL UccnejoBaHune

Bcex 06pas3L0B, B KOTOPbIXx 06HapyxeHa PHK BbisBAsemMoro Bupyca, HaumHasa ¢ atana akcTpakyum HK.

8.6.2 Ans oTpuuartensHoro kKoHTtponsa OT-MUP (K-) no kaHany pna dnayopodpopa FAM wn/nnum
R6G/HEX/JOE/VIC onpefeneHo 3HaudeHne noporosoro uukna (Ct). BepodaTHa KOHTamMuHauma nabopatopumn
npoAayKTamMun amnampukaLmn nam KoHTaMmHaumnsa peareHToB, uccnegyembix o06pasLos Ha Kakom-11M60 atane
MuP-nccnegosaHma. Heob6xoammo npegnpuHATbL Mepbl MO BbIABAEHUIO W JIUKBUAALUN  UCTOYHUKA
KOHTaMuHaunuy 1M NOBTOPUTL UCClefoBaHMe Bcex 06pa3LoB, B KOTOPbIXx O6HapyxeHa PHK BbisaBnsemoro

BMpYCa, HauMHas ¢ atana amnangukaunum HK.

8.6.3 Ecnu nokasatenb 3pdpeKTUBHOCTU E NMpu NOCTPOEHUM KannbGpPOBOYHOW npsmoii meHee 80% wnn
6onee 120 %, He06X04MMO NMPOBEPUTL MPAaBUNBHOCTb 3alaHHbIX 3HAYEHU KOHUEeHTpauunii kKanmbpaTtopoB B

COOTBETCTBUU C BKNafbllweM K Ha6opy peareHTOB U NPaBU/IbHOCTb BbIGPAHHOTO YPOBHSA MOPOTrOBON NNHUM.

FpaHM4YHble 3HaueHUs CtykasaHbl BO BK1ajbllle, NpuiaraeMomM K Habopy.
,D,aHHbIe KpUTepumn y4nTbiBardTCA TONIbKO NMPW NOCTaHOBKE B KOJIMYECTBEHHOM (popl\naTe.
KoahdmumeHT getepmmHanmm (R yunTtbiBaeTcst Mpu NepBoii NOCTaHOBKE NCMOb3YEMOl cepum Habopa.
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Ecnv mpy npaBmabHO 3afaHHbIX KOHLEHTpauusax KanubpaTopoB M ypOBHE MOPOroBOWN NMHUKW MoKasaTtenb
3 PeKTUBHOCTN He yKnagblBaeTcs B TpebyeMblil AnanasoH, cregyet NOBTOPUTb UCCief0BaHMeE, HauYMHas ¢
atana OT-MLP.

8.6.4 Ana wuccnepyemoro obpasua onpejeneHo 3HadyeHuWe MOPOroBOro LMkKna, Npu 3aToM Ha rpaduke
(hnyopecueHUMM OTCYTCTBYET yHacCTOK XapakTepHOro 3KCNOHeHUManbHOro nogbemMa (rpaduk npegcrasnseT
coboli Npnban3nTenbHO MNpPAMYK AUHUKD). Heo6xoaMmo MpPOBepuUTb MPaBUIbHOCTb BbIGPAHHOrO YypPOBHSA
NOPOroBON NUHUN WAN NapamMeTpoB pacyeTa 6a30BON NUHWUMK. Ecnn pesynbTat NOAyvYeH Npu NpaBuibHOM
YPOBHE MOPOroBOA NMHUN (6a30BOI NMHUKN), TPeOyeTCA MOBTOPHO NMPOBECTU aMNAMGpUKALUIO U AeTeKuunto

ans aToro obpasua.

8.6.5 B cnydyae nony4vyeHWa HeBanULHbIX WAN COMHUTENbHbIX pe3ynbTatoB TpebyeTcs MNOBTOPHOE
nccnefoBaHve o6pasua, HadymHas c 3Tana akcTpakumm HK. B cnyyae BOCNPOM3BOAMMOrO pesynbraTa

peKkoMeHAyeTCs MOBTOPHO MPOBECTU B3ATUE, MpeABapuTeNbHYO NOATOTOBKY U UcCnefoBaHne o6pasua.

8.7 [AwnarHoctuyeckoe 3Ha4dyeHue MNoJIy4eHHOro pesybTtara

MUP-uccnegoBaHne sBNsSeTCs OAHMM M3 METOAOB BCeCTOPOHHero o6cnefioBaHWs MalMeHTa, Ha
OCHOBaHWW KOTOPbIX Neyalunii Bpad ycTaHaBNMBaeT AMArHO3 W BbiGUpaeT MeponpuaTUa Mo Ne4YeHUuto
nayueHTta. Pe3ynbTaTbl, MOMlyYeHHble MpW  WCMNONb30BaHUU HaGopa, clefjyeT paccMaTpuBatb U

MHTEpNnpeTnpoBaTtb B COYETaHUN CAAHHBIMU APYTNX KNNHNYECKNX I/l}'la60paT0prIX VICCI'Iep'OBaHI/IVI.

9. ®YHKLUMOHAJIbHbIE XAPAKTEPNCTUKWN HABOPA

9.1. NMpegen o6HapyxeHus

Mpeaen o6HapyxeHns Habopa «AMNAnMpaim® HCV» 6bin onpeaeneH ¢ UCMONb30BaHMEM NPOGUT-aHanM3a ¢

95%-OWl foBepUTENLHONM BEpOSTHOAbIO (CM. Ta6auLy 16).

3HauyeHNs xapakKTepPUCTUKKM, yKasaHHble B Tabnuue 16, focTvraloTcs Npu cobnofeHnn NpaBus, yKasaHHbIX B

pasgene «Mccnefyemblii MaTepuan».

Tabnuuya 16
Mpepen o6HapyxeHns Habopa
0O6bemM 6ruomaTepuania npu Mpegen obHapy>keHus Nno 95%-blil LOBEPUTENbHbIA UHTEpBa,
3KCTpaKumn, MK/ Probit 95%,ME/mMmn ME/mn
100 100 952 -109
200 50 425-59,7
1000 10 9,72-12.3

9.2. JINHeliHbI Avana3oH U3MepeHns 1 Npeaen N3MepeHus

[dvana3oH, B KOTOPOM Habop gaeT NMHelHbIN OTBeT, NpuBefeH B Tabnuue 17. Mpegen namepeHns Habopa
ABNAETCA HUXHUM Npejenom IMHENHOro AnanasoHa n3mepeHuns Habopa. YKazaHHble 3HaUYeHUs XxapakTepucTnkm

[ocTuraloTca npu co6aleHn NpaBus, ykasaHHbIX B pasgene «MccneayemMblit matepumans.

Mpepgen o6HapyxeHus - 95%-0e MON0XUTEeNbHOE MNOPOroBOE 3HAYeHWe KOHUEeHTpauuun (KoHueHTpauma PHK
BbISIBNSIEMOr0 BO36YyAMTeNs, Npy KOTOPOW 95% TeCTOB Aat0T NOMIOXUTENLHbIA pe3ynbTar).
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Ta6bnuya 17
JIMHelHbIN Anana3oH uamMepeHusi Habopa

O6bem 6Momatepumana Npu aKCTpPaKLMn, MKn JInHenHbIN anana3oH namepeHuns, ME/mn
100 5x10" - IX10®
200 j 2,5x10" - X10®
1000 5x10"-1x108

9.3. AHanmMTu4yeckasa cneundmnyHoOCTb
Habop peareHTOB 06Hapy>XuBaeT Tonbko pparmeHT PHK Bupyca renatmuta C {HCV).

AHanunTuyeckas cneynduyHocte Habopa «Amnaulpalim® HCV» oueHuBanacb TecTtmpoBaHuem HK
MWKpPOOPraHn3mMoB n BupycoB (cMm. Tabnuyy 18) u reHomHoh AHK uvenoBeka. HK MukpoopraHnsmoB u
BUPYCOB B KOHLeHTpauuun He meHee 1x10® konuii/mn n reHoMHyto AHK yenoBeka B KOHUeHTpauuu 1 mkr/mn

BHOCUN B 06pa3ubl 6MONOrMYeckoro matepuana, He cogepxawme PHK HCV.

Ta6bnuuya 18
MwuKpoopraHn3mMbl 1 BUPYCbIl, UCMOJSIb3YeEMble A1 OLEHKN aHa/INTUYECKO cneundmnYHOCTU

MWKpPOOPraHn3mMbl 1 BUPYCHI

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

Mpu TectMpoBaHMn 06pa3uoB HK BbillenepeyncieHHbIX MUKPOOPraHN3MoB 1M BUPYCOB U reHoMHol OHK

YyesioBEKA C MCNO/b30BaHWEeM Habopa NePEKPECTHbIX peakunii BbISBNEHO HE GbINO.

9.4. BoCnpon3BogMMOCTb 1 MOBTOPAEMOCTb U3MepPeHns

Bocnpon3BoAMMOCTb U MOBTOPSAEMOCTb Pe3ynbLTaToB C UCMOJIb30BaHMEeM Habopa peareHTOB OLeHUBanu
nyteMm TeCcTUPOBaHWA MOJefbHbiX 06pa3uoB. MogenbHble o06pasubl OblAM  MNPUTOTOBAEHBI MNyTEM
KOHTaMunHauum o06pasyoB NnasMbl  KPOBW CTaHAapTHbIM 06pasyuoM nNpeanpuaTUsA, COLepXawnum
WCKYCCTBEHHO-CUHTE3npoBaHHyto PHK HCV. Kaxgablii o6pasel npoxogun Bce 3Tanbl uUccnegoBaHus

(akcTpakyunio HK, OT-MLUP n getekyunto pe3ynbtaTos).
Mpn oueHke MOBTOPAEMOCTU KO3(h(UUMEHT BapuaLum, paccyMTaHHbIi NO pe3ynbTataM onpefeneHus
KoHueHTpaunn PHK HCV, He npeBbiwan 5 %.

Mpu oOueHKe BOCMPOM3BOAMMOCTM KO3((UUMUEHT Bapuauuu, paccUUTaHHbli MO pesynbTatam

onpegeneHnsa KoHueHtpauunm PHK HCV, He npesbiwan 10 %.

9.5. [paBuWsibHOCTb U3MepeHud

MpaBNAbLHOCTL N3MEPEHUA C NCMONb30BaHMEM Habopa «AMnanMpaim® HCV» 6bla onpegeneHa nyTem
TecTMpoBaHMA cTaHjapTHOro obpasua NpeanpuaTUA, CofepiKallero UCKYCCTBEHHO-CUHTe3npoBaHHYy PHK

HCV, B 160 noBTopax (cm. Tabnnuy 19).
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Ta6bnuua 19

MpaBunbLHOCTL N3MepeHud

CuctemaTnyeckas norpewHocTb (B)

CpefiHee 3HayeHMe KOHLeHTpaLuummn YcTaHOBNEHHOE 3HaYeHNe
PHK HCV, logic i .

og KOHLeHTpauwuu, logic logic %

5,67 57 0,03 05

9.6. [AmarHocTtuuyeckasi cneynupnIHOCTb N ANarHocTuYeckas YyBCTBUTE/TbHOCTb

Ons onpeAeneHWs AMArHOCTUYECKOUM crneuuPUUHOCTA U AUArHOCTUYECKON YYBCTBMTENBLHOCTU HaGopa

«AmnaunMpaiim® HCV» 6b111 ncnonb3oBaHbl 828 06pasL,0B Naa3Mbl KPOBM.

B kauyecTBe HabopoOB CpaBHEHUA, C MOMOLLbID KOTOPbIX ycTaHaBnmMBanu Hannuue/otcytcreme AHK HCV
ncrnonb3oBanucb Habopbl peareHToB «AMNANCeHc® HCV/HBV/HIV-FL» (PY N9 ¢CP 2009/06187) n
«AMnInCeHc® HCV-MOHHTOp-FL» (PY Ne ®CP 2007/00577).

PesynbTatbl TecTupoBaHusi Habopa «Amnaulpanm® HCV» B cpaBHeHUM C Habopamu CpaBHeHUA
npusegeHbl B Tabnuue 20.

Ta6bnuuya 20

Pe3ynbTatbl TECTMPOBaHMA 06pasLIOB BUOMOrMYECKOro mateprasna ¢ NOMOoLL b0 Habopa
«AMnaulpanm® HCV»

Mcecnepyemble o6pasLbl PesynbTatbl TECTUPOBaHMUS
TecTupyembiii Habop Habopbl cpaBHeHUS
Tvin Konnuyectso O6pa3supbl AMOIUCEHC* AMAIUCEHC®
Al Mpanm® HCV
Mnanllpann HCV/HBV/HFV-FL
MonoXntenbHbIX 184 184 184
Mnasma Kposu 828
OTpuuatenbHbIX 644 644 Tectuposanme He
NpoBOAMNOCH

3HauyeHus ,qlllaFHOCTVILIeCKOIz CI'IeLI.I/I(i)I/I‘-IHOCTVI n ,ql/laFHOCTVILIeCKOﬁ YYyBCTBUTENNIbHOCTHU Ha60pa

«AMnanfpaimM® HCV» ¢ LOBEpUTENbHOW BepOATHOCTbO 95%, paccyuTaHHble, MCXOAA M3 MONYYEHHbIX
JaHHbIX, NpuBefeHbl BTabnuye 21.
Tabnuuya 21
[unarHoctnuyeckme xapaktepucTnkm Habopa peareHToB «AmMnanlparim® HCV»

Tun o6pasLos JunarHoctnyeckast cneumpuUHoOCTb 1 JmarHoctnueckas 4yBCTBUTE/IbHOCTb

Mnasma KpoBu 100 % (99,43 % - 100 %) 100 % (98,02 % - 100 %)

9.7. OugeHKa BNUSHUA NHTepdepuUpyroLWmnX BeELLEeCTB

BnuaHue wnHTepdepupyoWwmnx BelecTs, MOTEHLMANbHO COAepXXaWwmnxca WUAM  MPUCYTCTBYIOLWUX B
nccnegyemom 6rnomarepuane, Ha agekTuBHocTb OT-MLUP npu ucnonb3oBaHun Habopa «Amnanlpanm® HCV»
oTCcyTCTBYeT. He BbIIBNEHO WHIMOMpOBaHWe peakuun amnandukaumn npuv pobaBneHMn K obpasuyam
6nomaTtepmana Ha 3Tane IKCTpakuMm WHTEPEPUpPYIOLWMX BeLLeCcTB, MNpefcTaB/fieHHbIX B Tabnuue 22, B

MaKCMMasnbHO BO3MOXHOM KOHUeHTpaunu.
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VHTepdepeHT
remorsiobuH
UMMYHOrN06ynnH G
naktoeppuH
6Mnnpy6unH
Tpurnuuepuabl
anbObyMuH

AHK yenoseka

Bepcusa 15.12.22-1
& 000 LIMPMU 2] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Tabnunuya 22
VHTepdepupytolme BewecTBa, UCNO/b30BaHHbIE MPU TECTUPOBaHMN Habopa

«AmMnnuipaim® HCV»
KoHUeHTpaums nHTepdepeHTa B 06pasLe
200 mr/mn
16 mr/mn
1 mkr/mn
200 mr/mn
5000-30000 mr/mn
50000 - 60000 mr/mn
1xX10® konuin/mn

26



10. YCNOBUA XPAHEHWA, TPAHCINOPTUPOBAHUA N MPUMEHEHNA HABOPA

10.1. CpokK rogHocTn

Cpok rogHoctn Bcex (hopM Bbifycka Habopa coctaBndeTr 12 mecsdueB OT gatbl M3rotoBneHud. Mocne
BCKPbITUA peareHTbl UCNO/Mb30BaTb COM1acHO CpoOKaM, ykKa3aHHbIM B n.10.3. Habop C MUCTEKW MM CPOKOM

rOAHOCTN NPUMEHEHUNIDO HE MOANTEXNT.
10.2. TpaHcnopTMpoBaHue

10.2.1. ®opwmsbl Bbinycka 1, 2, 3

Ha6op TpaHcnopTMpoBaTb MNpu Temnepatype OT MUHYC 24 A0 MUHYycC 16 “C BCEMW BMAaAMMK KpPbITbIX
TPaHCNOPTHbIX CPeACTB B TEPMOKOHTeliHepax C XnafosneMeHTaMy WM B aBTopedpuKepaTopax.

JonyckaeTtca TpaHCnopTMpPOBaHWe Npu Temneparype ot 2 4o 8 He 60snee 5 CyTOK.

Habop, TpaHCNOPTUPOBAHHLIN C HapylWeHneM yKa3aHHOro TeMnepaTtypHOro pexmnma, NnpuMeHeHUo He
NOANEXMWT.

10.2.2. ®opma Bbinycka 4

Ha6op TpaHcnopTMpoBaTb Npu TemnepaType 0T 2 A0 8 “C BCeMW BUAAMM KPbITbIX TDAHCMOPTHbLIX CPeacTB
B TEPMOKOHTEIHepax ¢ xJ1afjo3/leMeHTaMn UM B aBTopedpuxepaTopax. onyckaetcs TpaHCNoOpTUpoBaHue

npu Temnepatype oT 8 4o 25 “C He 6onee 3 CyTOK.

He fonyckaeTca 3aMopa)uBaHne peareHToB Habopa.

Habop, TpaHCNOPTUPOBAHHbLIM C HaAPYLWEHNEM YKa3aHHOrO TeMnepaTtypHOro pexuma, NnpuMeHeHuto He
NOANEXMUT.

10.3. XpaHeHwue

10.3.1. ®dopmbl Bbinycka 1, 2, 3

Ha6op xpaHuTb Npu Temnepatype oT MUHYC 24 40 MUHYC 16 “C B3all,MlUeHHOM OTCBETa MecTe B TeueHue

BCEro cpoka rogHocTu Habopa.

KoHTponbHble 06pasubl (MKO-1 HCV, MKO-2 HCV, BKO B n OKO) nocne pasMOpO3KU XpaHUTb Npwu
TeMmnepatype oT 2 4o 8 *0 B TeyeHue 6 MecsiueB. He gonyckaeTcsi MOBTOpHas 3aMOpPO3Ka KOHTPO/bHbIX
o6pasyoB. OcTanbHble peareHTbl MOCAe BCKPbITUA XPaHWUTb B TeX >Ke YCNOBUAX, YTO W A0 BCKPbITUA.
HeBCKprTbIe N BCKPbITble peareHTbl aabunbHbl B TeYeHue CpOKa rogHocCcTu, yKasaHHOro Ha 3TUKeTKe, npu
COGNOEHUN YKa3aHHbIX YCNOBWUIA XpaHeHUs. Heo6XO0AUMO MWUHUMWU3NPOBATb BpPeEMS HaXOXAEHUS

PeareHta T6, Tag nonumepasbl 1 PeBepTasbl R Npy KOMHaTHOM Temnepartype.
PeakunoHHas cmecb, NPUrOTOBNEHHAA U3 peareHToB, XPaHEeHU0 He MOANEXMUT.

Habop, XpaHWUBLUNICS C HApYLWEeHWEeM YKa3aHHOTO peXumMa XpaHeHUs, MPUMEHEHUI0 He MOANeXNT.

10.3.2. ®opma Bbinycka 4

Habop 6epeyb OT Bnarn. XpaHutb npu Temneparype oT 2 o 8 “C B 3all,MUEHHOM OT CBeTa MecTe B

TeyeHue BCero cpoka rogHoctn Habopa. NMUP-cmecb HCV Lyo xpaHuTb B nakeTe ¢ CUMKArenem.

BoccTaHOBNEHHbIe KOHTPONbHble o6pa3sybl (MKO-1 HCV Lyo, MKO-2 HCV Lyo, BKO B Lyo) xpaHuTb npu

Temnepatype ot 2 a0 8 “C He 6onee 3 mecsLeB.
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YnakoBKy c nuogunmsmpoeaHHbimn peareHtamu {lKO-1 HCV Lyo, MKO-2 HCV Lyo, BKO B Lyo)

HEO6XO,EI|VIMO BCKpPbIBaTb HEMNOCPEACTBEHHO MNMepeg NX BOCCTaHOB/IEHNEM.

PeareHTbl Mocne BCKPbITUS XPaHWUTb B TEX XXe YCNOBUSAX, YTO U 0 BCKPbITUSA. HEBCKPbITbie WU BCKPbITbIE
peareHTbl (3a MCKIOYEHMEM BOCCTAHOBNEHHbIX) CTabUibHbl B TeUEHWE CpoKa FOAHOCTW, yKa3aHHOro Ha
3TUKeTKe, NMpU cO6MOAEHUN YKasaHHbIX YCNOBUIA XpaHeHuUs. He gonyckaeTca 3aMopaXKuMBaHue peareHToB

Habopa.

Ha6op, XpaHWUBLUWNICS C HAPYLWEHWEM YKA3aHHOTO peXXuma XpaHeHus, NPUMEHEHNI0 He MOANEeXWT.

11. TAPAHTUN MPON3BOANTENA

Mpouns3BoAUTENb FapaHTUPyeT COOTBETCTBUE XapakTepucTuk Habopa Tpe6oBaHWAM, YyKa3aHHbIM B
TEXHUYECKOW W 3IKCMyaTaluMOHHOW [OKYMeHTauuu, B TeyeHWe YyKa3aHHOTO CpoKa [rofHOCTM npw

CO6M0AEHNN BCEX YCIOBUI TPAHCMOPTUPOBAHWS, XPaHEHUS U MPUMEHEHUS.

Peknamauum Ha kadectBO Habopa «Amnaulpalim* HCV» HanpaenaTb B ajpec npoussogutens
00O «Hekctbuo»: 111394, r. MockBa, yn. [MMonumepHasa, 8 ap. 2, Ten. (495) 620-08-73, e-mail:

info@ nextbio.ru.

Mpy BbLISBNEHUW HeXenaTeNbHbIX peakuuii npu ucnonb3oBaHMM Ha6opa, akToB U o6aoATenbas,
CO3Jalol,MX Yrpo3y >XU3HW W 340POBbIO TPaXAaH U MeaUUMHCKUX pPaboOTHUKOB Npu o6paweHun wu
akcnnyatauum Habopa, peKoOMeHAyeTcs HanpaBuTb cOO6GUWEHME MO ajpecy, yKasaHHOMY Bbille, W B
YNO/MTHOMOUYEHHYO TOCYAAapCTBEHHYIO perynvpylowyt opraHmsauymio (B Poccuiickoih  depepauun -
befepanbHas cnyx6a no Hagsopy B cdepe 34paBOOXpaHeHMs) B COOTBeTaBUM C AeliaBylowWwum

3aKOHOAaTe/NnIbCTBOM.

KoHcynbTayunto no pabote ¢ Habopom, a TakXKe MO BOMpocam, Kacalwumcs KavyeaBa Habopa, MOXHO

NnoNMy4nTb MO KOHTaKTaM, yKaszaHHbIM Ha o(huuMansHOM caiiTe MponssoanTens. Www.nextbio.ru.

Bepcus 15.12.22-1 28
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NPOHYMEPOBAHO, CKPEMMIEHO U HPOHLUTO
J 0 . J5ncT (a/oB)

1bEEA gupekTop O6LjecTsa ¢
[HOV OTBETCTBCHHOCTL|'t0

0.0. JlaBUHIOKOB

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



YTBEPXJAKO

O. O. J/laB1HIOKOB

HABOP PEAIEHTOB A1 BbIABJ/IEHNA U KOJIMYECTBEHHOI O
OMNPEAENNEHNA PHK BUPYCA MENMATUTA C (HCV) METOAOM OT-MNUP
C JETEKUMEN B PEXXUME «PEAJ/IbHOIO BPEMEHW»
«AMMIMPANM® HCV» MO TY 21.20.23-161-09286667-2022

dopma Bbinycka 1
dopma BbInycka 2
dopma Bbinycka 3
dopma Bbinycka 4

LLlabnioH nacnopTta kayectsa
JIncT yTBEpPXaeHNA

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



AmnaulMNpainm® HCV [1ot]|

Habop pearekToB A BbIABNEHNA U KONMYecTBeHHoro onpeaenedna PHK Bupyca rematuta C (HCV)

meTtogom OT-MLUP caeTekyneldi B peXXuMe «peanbHOro BpeMmeHn» «Amnaulpaiim* HCV» Frrr-MM-A/,
noTY21.20.23-161-09286667-2022 ro
®OPMA BbINMYCKA 1 2 rrrr-mMmm-4a4,

KoHTponb KayecTBa npoBefjeH no TY 21.20.23-161-09286667-2022.

1. YMNAKOBKA I MAPKMPOBKA HABOPA
YnakoBka M MapkunpoBka Habopa yka3aHHOW cepuu cooTBeTCTBYlOT TpeboBaHuam TY 21.20.23-161-09286667-2022.
2. KOMMNEKTHOCTb NOaABKU

PesynbTathl

KomnoHeHT Xapaktepuctuka Hopwma
NOMfpQMI
Ha6op peareHToB «AMnnaulpaiim* HCV» hopma Bbinycka 1 B HaNuuunu COOTBETCTBYET
B 3MeKTPOHHOM Buje Ha oOduLUManbHOM caiiTe
VHCTPYKLNA NO NpuMeHeHUto Habopa - B Hannumu COOTBETCTBYET
Mpownssofutena: www,nextbio.ru
KpaTkoe pyKOBOACTBO MO MPUMEHEHMUIO
B6GyMaxHoOM Buge B HanM4unu COOTBETCTBYET
Habopa
KomnnekT BKnagablLwei B 6yMaxHoOM Buje B HanMunu COOTBETCTBYET
B 3MeKTPOHHOM Buje Ha oduunanbHoMm caiiTe
MacnopT KayecTBa . . B Hannumu COOTBETCTBYET
Mpowussofutena: www,nextbio.ru
3. COaAB HABOPA V1 BHEWWHWM B KOMIMOHEHTOB
PesynbTathl
KoMnoHeHT Hopma
KOHTpOnA
MLUP-cmecs HCV 2 npobupkun. NMpo3payHas XULKOCTb. cooTBeTCTBYeT
Bydep C 2 npobupkn. Mpo3payHas XMLKOCTb. coOTBeTCTBYET
PeareHt TG 2 npobupkun. Mpo3payHas XMULKOCTb. coOTBeTCTBYET
Tap nonumepasa 2 npobupku. MpospavyHas >XMLKOCTb. COOTBETCTBYET
PesepTasa R 2 npobupku. Mpo3pavyHas XMULKOCTb. COOTBETCTBYET
MKO-IHCV 4 npobupku. NMpospayHas XMAKOCTb. COOTBETCTBYET
MKO-2HCY 4 npo6upku. NMpospayHas XUAKOCTb. COOTBETCTBYET
BKO B 2 npo6upku. MpospayHas XUAKOCTb. COOTBETCTBYET
OKO 2 npo6upku. MpospayHas XUAKOCTb. COOTBETCTBYET
K- 2 npobupku. MpospayHas XMNLKOCTb. COOTBETCTBYET
4. OYHKUWMOHANBbHBIE XAPAKTEPUCTUKW HABOPAN
MokasaTenb Hopma Pe3ynbTaTbl KOHTpPONA

Mpegen o6HapyxXeHus

BoisaneHne PHK HCV  npu wuccnegoBaHum  pasBefileHUn
cTaHfapTHoro o6pasua npegnpuatus «COM 125-22 PHK HCV» go PHK HCV o6HapyxeHa. COOTBETCTBYET
KOHUeHTpauun 50 ME/mn

Mpepgen namepexHuns

KonuuecTBeHHoe onpepeneHne PHK HCV npu uccnegoBaHuu Mony4yeH KOAMYECTBEHHbIA pesynbTar,
pasBefieHNs CTaHAapTHOro o6pasua npegnpuatus «COM 125-22  yKnajbliBawow,niics B AvanasoH CoOTBETCTBYET
PHK HCV» go koHueHTpayun 250 ME/mMn 79,1-791 ME/mn.

Pe3ynbTaTbl TECTUPOBAHMUA UCCNeAYeMbIX 06pa3L0B U KOHTPONed MCCNeL0BaHUSA COOTBETCTBYHO T KPUTEPUAM BalUAHOCTU, YKa3aHHbIM

B MHCTPYKLMW NO MpUMeHeHU0 Habopa.

TecTupytoTcst Npy aKCTpakumm 13 200 MK obpasLa.
& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



5. YCNnoBWA TPAHCIMOPTUPOBAHNA N XPAHEHNA
YCnoBusi TPaHCMOPTUPOBAHNS

Ha6bop TpaHcnopTupoBaTb Npu Temnepatype oT - 24 go - 16."C.
[onyckaetcd TpaHcnopTupoBaHue npu Temnepatype oT 2 go 8 'C

He 6onee 5 cyToK,

Aata Bbifgaum nacnopra XX XX.XX

ne4vyatb nogpasgeneHna

LonKHOCTb

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Ycnosust XxpaHeHus
Habop XxpaHuTb npu TemnepaType oT - 24 po - 16 °C B
3alllMlLleHHOM OT cBeTa MecTe. KoHTponbHble o6pasybl (MKO-1

HCV, MKO-2 HCV, BKO B n OKO) nocne pas3Mopo3ku XpaHWTb npu
Temnepatype oT 2 go 8 °C B TeueHune 6 mecsauyes. He gonyckaercsa

NOBTOPHaA 3aMOpPO3Ka KOHTPONbHbIX o6pa3u03.

noagnucb (pacwupoBKa)



"HekctbO

b%OTC»*WHC*MQCCKnﬂ

MACIMNOPT KAYECTBA
Ne Homep nota/P2122-22

AmnnunMNpanm® HCV

Habop peareHTOB 4151 BbISBIEHUS 1 KOMYECTBEHHOr O onpeaeneHns PHK Bupyca renatuta C (HCV)
meTogom OT-TLP ¢ aeTekumei B pexxmme «peasibHOro BpeMeHn» «Amnaunlipanm* HCV»
noTy 21.20.23-161-09286667-2022
®OPMA BbITTYCKA 2

KoHTporsnb kavecTBa nposefeH no TY 21,20.23-161-09286667-2022.

1. YNMNAKOBKA N MAPKUPOBKA HAEOPA

YnakoBKa 1 MapKMpoBKa Habopa ykasaHHOW cepun COOTBETCTBYHOT TpeboBaHmAM TY 21.20.23-161-09286667-2022.

2. KOMTUJIEKTHOCTb MOCTABKW/

KOMMNOHeHT XapakTtepuctmka Hopma

Ha6op peareHToB «AMnauMpaim* HCV» dhopma Bbinycka 2 B Hanuuuu
B 31eKTPOHHOM BuAe Ha oduumanbHOM caiiTe

WNHCcTpyKumMa no npuMmeHeHunto Habopa . B Hanuumnmn
Mpownssofutens: www.nextbio.ru

KpaTkoe pyKkoBOoACTBO MO NPUMEHEH U IO
B OyMaxHOM BuAae B HanM4ynu

Ha6bopa

KomnnekT Bknagablwei BOymMaxHoOM BuAae B HanM4ynu
B 3/1€KTPOHHOM BWAe Ha oduumanbHom caiTe

MacnopT KauecTBa B HanMunu

MpoussoguTtens: www.nextbio.ru

3. COCTAB HABOPA W BHELLHW B/ KOMIMOHEHTOB
KOMMOHeHT

MLUP-cmecbHCY

Hopma

100 npo6upok (12,5 Ctpunos no 8 npobupok). NMpo3payHas XUAKOCTb,

packanaHa nog napafuH 6enoro useTa.

Bydep D 2 npobupku. Mpo3payHas XNLKOCTb.
PeareHT TG 2 npobupku. MpospayHas XNLKOCTb.
Taq nonumepasa 2 npobupkun. MpospayHas XULKOCTb.
PesepTasa R 2 npobupkun. NMpo3payHas XUAKOCTb.
MKO-1 HCV 4 npobupku. NMpospayHas XULKOCTb.
MKO-2 HCV 4 npobupku. NMpospayHas XUAKOCTb.
BKO B 2 npobupku. MpospavyHas XUAKOCTb.
OKO 2 npobupku. NMpo3payHas XUAKOCTb.
K- 2 npobupku. NMpo3pavyHas XNAKOCTb.

4. PYHKUMNOHANbHBLIE XAPAKTEPUCTUKW HABOPA™

[Moka3aresnb

Mpeaen o6HapyXxeHus

BoisgneHne PHK HCV npu wuccnegoBaHum  pasBefeHun
cTaHfapTHOro o6pasya npegnpuatna «COM 125-22 PHK HCV» go
KOHUeHTpauun 50 ME/mn

Mpepgen uamepeHusn

KonnyectseHHoe onpegenenne PHK HCV npu wuccnepgosaHuu
passefeHuns cTaHgapTHoro obpasya npeanpuatua «COM 125-22
PHK HCV» go KoHUueHTpauun 250 ME/Mn

'TecTupytoTcs npum aKcTpakuyum usz 200 Mk 06pasua.
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

MonyyeH

KONMYECTBEHHbIN
yKnagblBarowuics B
79,1-791 ME/mn.

Hopma

PHK HCV o6HapyxeHa.

pesynbTart,
AvanasoH

00O «Hekctbuo», Poccna, 111394, r. MockBsa, yn. MonumepHas, g. 8, cTp. 2,
Ten. (495) 620-08-73, e-mail: info@ nextbio.ru

Irr-MM-Ag,

rrrr-MM-aa,

PesynbTtarhl
KOHTpONA

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET
COOTBETCTBYET

COOTBETCTBYET

Pe3ynbTtartsl
KOHTpONA

COOTBETCTBYET

cooTBETCTBYET
CoOTBETCTBYET
cooTBETCTBYET
COOTBETCTBYET
cooTBETCTBYET
cooTBETCTBYET
COOTBETCTBYET
COOTBETCTBYET

COOTBETCTBYET

PesynbTaTbl KOHTPO/A

cooTBETCTBYET

cooTBeTCTBYET



,e3yl’|bTaTb| TECTUpoBaHUA nccnepyembl X oﬁpasu,os W KOHTpPONeH mccnegoBaHna COOTBETCTBYHOT KPUTEPUAM BalUAHOCTN, YKa3aHHbIM

B UHCTPYKLMUM NO NPUMEHEHUIO Habopa.
5. YC/NNOBUA TPAHCINOPTUPOBAHUA N XPAHEHNA

YCNnoBus TpaHCNOPTUPOBAHUSA

Habop TpaHcnopTuposaTb npu Temnepatype oT - 24 go - 16 'C.
JlonyckaeTtca TpaHCnopTMpoBaHWe nNpu Temnepatype ot 2 go 8*C

He 6onee 5 cyTOK.

Aata Bbifgaum nacnoprta XX.XX.XX

Ycnosusa xpaHeHuns
Ha6op xpaHuTb npu Temnepatype oT - 24 po - 16 'C B
3allMULeHHOM OT cBeTa MecTe. KoHTponbHble o6pasybl ([MKO-1
HCV, NMKO-2 HCV, BKO B n OKO) nocne pa3MOpO3KW XpPaHWUTb mpwu
Temnepatype oT 2 go 8 *C B TeueHue 6 mecaues. He gonyckaetcs
NoBTOPHAaA 3aMOPO3Ka KOHTPONIbHbIX 06pa3L0B.

neyarb nogpasaenieHms noanuchb (paclungpoBka)

[omkHocTb

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



HEK‘ :I BI/IO 000 «HekcTBbuo», Poccus, 111394, r. Mocksa, yn. MonumepHas, 4. 8, cTp. 2,

BuoTC)cuo™ 4" cKai Ten. (495) 620-08-73, e-mail: info@ nextbio.ru

MACMOPT KAYECTBA

Ne Homep noTa/P2122-23

Amnaunlpainm® HCV |_|_|I]

Hab6op peareHTOB 415 BbIABNEHNA U KONMYeCTBEHHOTo onpegeneHns PHK Bupyca rematuta C (HCV)
metogom OT-MLUP c geTekuneld B peXkx ume «peanbHOro BpeMeHmn» «Amnaulpaim* HCV»

rerr-Mmm-ag,
noTY 21.20.23-161-09286667-2022
OOPMA BbIlNYCKA 3 rrrr-MM-na
KoHTponb KayecTBa nposefeH no TY 21.20.23-161-09286667-2022.
1. YNAKOBKA N MAPKNPOBKA HAEOPA
Ynakoska U MapKMpoBKa Habopa yKa3aHHON Cepun COOTBETCTBYO T Tpe6oBaHuam TY 21.20.23-161-09286667-2022.
2. KOMMNEKTHOCTb NMOCTABKU
KOMMOHEHT XapakTepuanka Hopma PesynbTatel
MOMTpONY
Ha6op peareHtos «AMnaulpalim* HCV»  (opma Bbinycka 3 B HalUumm cooTBeTCTBYET

B 9NEKTPOHHOM BMAE Ha o¢puunanbHOM caiiTe
WHCTPYKLUNsa No NpUMeHeHN0 Habopa - B HaNMumm COOTBETCTBYET
MpownsBoanTens: www,nextbio.ru

KpaTkoe pyKOBOZACTBO MO MPUMEHEHUIO

BOYMaxXHOM Bufje B HanMunm COOTBETCTBYET
Habopa
KomnnekT BKnazbl et BOYMaxXHOM Bufje B HanMunm COOTBETCTBYET

B 3/IEKTPOHHOM Buae Ha O(bVII.LVIaI'IbHOM caiite
MacnopT KayecTBa . B Hann4unn COOTBETCTBYET
Mpounssogutens: www.nextbio.ru

3. COCTAB HABOPA W BHELLUHWIA B/, KOMMOHEHTOB

KoMnoHeHT Hopwma PesyneTarsl

KOHTpoONA
MLUP-cmecb HCV 100 npobupok. Mpo3payHas XMAKOCTb, packanaHa noja napaduH. cooTBeTCcTBYeT
Bythep D 2 npo6bupkun. NMpospayHas >XMLKOCTb. cooTBeTCcTBYeT
PeareHt TG 2 npobupku. NMpospavyHas XNAKOCTb. COOTBETCTBYET
Taq nonumepasa 2 npobupku. MpospavyHas XUAKOCTb. cooTBeTCcTBYeT
PesepTasa R 2 npobupku. NMpospavyHas XUAKOCTb. COOTBETCTBYET
MKO-1 HCV 4 npobupku. Mpo3payHan XUAKOCTb. COOTBETCTBYET
MKO-2 HCV 4 npo6upku. Mpo3pavyHan XXUAKOCTb. COOTBETCTBYET
BKOB 2 npobupkmn. MpospayHas XUAKOCTb. COOTBETCTBYET
OKO 2 npobupkmn. NMpospayHas XUAKOCTb. COOTBETCTBYET
K- 2 npobupku. Mpo3payHas XUAKOCTb. COOTBETCTBYET

4. ©YHKUWMOHAJIbHBIE XAPAKTEPUCTUKWN HABOPAN

Moka3aTensb Hopma PesynbTaTbl KOHTPONA

Mpepen o6HapyxeHuns

BoiasneHne PHK HCV npu wuccnegosaHuuM  pasBefjeHus
cTaHAapTHOro o6pasua npegnpuatus «COM 125-22 PHK HCV» o PHK HCV o6HapyxeHa. COOTBETCTBYET
KOHUeHTpauum 50 ME/mn

Mpeden usmMmepeHus

KonuuectseHHoe onpegeneHne PHK HCV npu uccnefoBaHumn MonyyeH KONWYECTBEHHbIA pesynbTarT,
pasBefeHus cTaHAgapTHoro o6pasya npeanpustus «COM 125-22  yKnajbiBatowmics B AnanasoH CooTBETCTBYET
PHK HCV» 0 koHUeHTpauum 250 ME/mMn 79,1-791 ME/mn.

Pe3ynbTaTbl TECTUPOBAHMA MCCNeAYyeMbIX 06pa3L0B UM KOHTPONEd NCCNEA0BAHUSA COOTBETCTBYOT KPUTEPUAM BaNULHOCTH, YKa3aHHbIM

B MHCTPYKLMM NO NPUMEHEHNIO Habopa.

ATeCTVpyHOTCA MPU 3KCTPaKumm u3 200 Mk obpasua.
& 000 LMPMU 2] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU



5. YCNoBumA TPAHCNOPTUPOBAHNA N XPAHEHNA

YCoBMsi TPAHCMOPTUPOBaHNS

Ha6op TpaHcmopTupoBaTb Npu TemnepaTtype oT - 24 go - 16.°C.

fonyckaeTca TpaHcnopTupoBaHue npu TemnepaTtype ot 2 go 8 °C
He 60onee 5 cyTOK.

[JaTa Bbigauu nacnopra XXXX.XX

L oMKHOCTb

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Ycnosusa xpaHeHns
Ha6op XxpaHuTb npu Temnepatype OT - 24 pgo - 16 *C B
3aliMueHHOM OT cBeTa MecTe. KoHTponbHble o6pasyb (MKO-!
HCV, MKO-2 HCV, BKO B 1 OKO) nocne pa3mOopoO3KW XpaHWUTb nNpu

Temnepatype oT 2 Ao 8 °C B TeyeHne 6 mecqAueB. He gonyckaetca
noBTOpHad 3aM0OpPO3Ka KOHTPONbHbLIX 06pa3sL 0B.

neyatb NoApasfeneHmns nognuce (pacwwudposka)



HeK‘ IBI/IO 000 «Hekctbuo», Poccna, 111394, r. Mocksa, yn. MonumepHas, 4. 8, cTp. 2,

EnotcyHOAO H ocKaA Ten. (495) 620-08-73, e-mail: info@ nextbio.ru
T KOMMaHns

MACIMOPT KAYECTBA

Ne Homep notal/2122-24

Amnaulpaivm® HCV [FOT|

Habop peareHTOB ANS BbIABAEHUA U KONMYecTBeHHOro onpegenennsa PHK Bupyca renatmuta C (HCV)
meTonom OT-MLP c ageTekyneid B peXkxume «peanbHOro BpemeHmn» «Amnanlpaim* HCV»

rrrr-Mmm-ag,
MOTY 21.20.23-161-09286667-2022

®OPMA BbINYCKA 4 rrrr-mm-Ago,
KoHTponb KayecTBa npoBefeH no TY 21.20.23-161-09286667-2022.

1. YNAKOBKA 1 MAPKPOBKA HABOPA
YnakoBKa U MapkupoBKka Habopa yKa3aHHOW cepumn cooTBeTCTBYHOT Tpe6oBaHMaM TY 21.20.23-161-09286667-2022.

2. KOMTIIJIEKTHOab MOaABKW

PesynbTathl

KoMnoHeHT XapakTepucTuka Hopma
KOHTpONA

Ha6op peareHToB «AMnaulpalim* HCY» (hopma Bbinycka 4 B Hanmuunu COOTBETCTBYET

B 9MEKTPOHHOM BUAe Ha oduuyuanbHOM caiiTe
MHCTpYKLMA No NnpuMeHeHnto Habopa ) B HAMNUYMK cooTBeTCTBYET
Mpown3soanTens: www.nextbio.ru

KpaTkoe pyKOBOACTBO MO NPUMEHEHMUIO

B OGYyMaxXHOM Bupge B Hanuuumn COOTBETCTBYET
Habopa
KomnnekT BKNagbl W e BOYMaxHoOM BuAae B Haimunm COOTBETCTBYET

B 3/1eKTPOHHOM BuUAe Ha oduumanbHom caliTe
|'|ac|'|0p'|' KayecTBa A B Hann4yunun COOTBETCTBYET
MpownssoanTtena: www.nexthio.ru

3. COCTAB HABOPA W BHELLHW/IA B4, KOMMOHEHTOB

KOMNOHEHT Hopwa PesynbTathl

KOHTpONSA
MuP-cmecb HCV Lyo 96 npobupok (12 ctpunos no 8 npobupok). inopunmnsat 6enoro useta. COOTBETCTBYET
MKO-IHCV Lyo 4 npo6upkun. Tnotpununsat 6enoro yseTa. COOTBETCTBYET
MKO-2 HCV Lyo 4 npo6upkun. inounusat 6enoro yseTa. COOTBETCTBYET
BKO B Lyo 2 npobupku. inotpmnmsat 6enoro ypeta. COOTBETCTBYET
OKO 2 npo6upku. MpospayHas XUAKOCTb. cooTBeTCTBYeET
PasbaBuTtens 2 npo6upku. MpospayHas XUAKOCTb. cooTBeTCTBYET

4. ®YHKLUMOHAbHbLIE XAPAKTEPUCTUKIN HABOPAN

MokasaTens Hopma PesynbTaTbl KOHTpPONS

Mpeden o6HapyXeHUs

BoiseneHne PHK HCV npu wuccnepoBaHuu  pasBefeHus
cTaHpapTHOro o6pasua npegnpuatus «COM 125-22 PHK HCV» go  PHK HCV o6HapyxeHa. COOTBETCTBYET
KOHUeHTpaunuun 50 ME/Mn

Mpegen usmepexus

KonunuectseHHoe onpegenedHne PHK HCV npu uccnefoBaHum MonyuyeH KONWYECTBEHHbI pesynbTart,
pasBefeHUs cTaH4apTHOro o6pasya npegnpusaTus «COM 125-22  yKnagbliBatowuiics B AvanasoH COOTBETCTBYET
PHK HCV» g0 KOHUeHTpauuu 250 ME/mn 79,1-791 ME/mn.

Pe3ynbTaTbl TECTUPOBAHUA UCCAELYEMbIX 06pa3u03 W KOHTPONEH NccnefoBaHna COOTBETCTBYH T KPUTEPUAM BalMAHOCTN, YKa3aHHbIM

B WHCTPYKLMMU NO NPUMEHEHMWIO Habopa.

eTecTmpytoTcs nNpu akcTpakuymm 13 200 Mk obpasua.
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



5. YCNOBUNA TPAHCITOPTUPOBAHNA N XPAHEHWNA

Ycnosus TpaHCNopTUpPOBaHUS

Hab6op TpaHcnopTupoBaTb Mnpu TemnepaTtype oT 2 o 8 *C,
[JonyckaeTca TpaHcnopTupoBaHue npu TemnepaTtype ot 8 go 25 °C
He 6onee 3 cyTok. He fonyckaeTcs 3amopaXWBaHWe peareHToB
Habopa.

[ata Bblgaun nacnopta XX.XX.XX

JomxHocTb

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

nevaTb NoApasaeneHus

Ycnosusa xpaHeHunsa

Habop xpaHuTb npu Temnepatype oT 2 40 8 "C B 3aWiMLEHHOM OT
cBeTa MecTe. BoccTaHOBNEHHble KOHTpPOAbHble 06pa3sybl (MKO-1
HCV Lyo, MKO-2 HCV Lyo, BKO B Lyo) xpaHuTb npu TemnepaType oT
2 po 8 "C He 6onee 3 mecqaues. MUP-cmecb HCV Lyo xpaHuTb B
nakete C cunumkKarenem. YnNakoBky € JMOGUAN3NPOBAHHBIMMN
peareHTaMn Heo6XOAMMO BCKPbIBaTb HEMOCPEACTBEHHO Mepej ux
BOCCTaHOBNeHMeM. He pgonyckaeTcsa 3amopaXuBaHue peareHToB
Habopa.

noAnuck (pacmniposka)



& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

MpoHYMepoBaHO, CKPEenIeHo v MPoLIMTO
nuct (a/oB)

ounpekTop O6LecTsa ¢
OTBETCTBEHHOCTbLIO

0.0. J1aBMHIOKOB



YTBEP)IAIO

aNbHbIN ANPEKTOP

O. O. laBUHIOKOB

HABOP PEATEHTOB A/1A BbIABTEHNA N KONMUYECTBEHHOIO
OMPELENEHVA PHK BUPYCA TENATUTA C (HCV) METOAOM OT-MNUP
C JETEKUVEWN B PEXXUME «PEAIbHOIO BPEMEHW»
«AMMIUMNPAAM® HCV» MOTY 21.20.23-161-09286667-2022
KomMnnekTt Bknagblwei

JIncT yTBEpPXaAEHUS
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Habop peareHTOB A/15 BbISIBNEHMA 1 KONMYeCTBeHHOro onpegeneHus PHK Bupyca renatuta C (HCV) metogom OT-MLP ¢ getekuymei
B PEXMME «peasibHOro BpeMeHn» «Amnaunlpaiim® HCV» no TY 21.20.23-161-09286667-2022

®OPMA BbIMYCKA X REF LOT

1. PEKOMEHAYEMBbIE HACTPOWKW AN1A NMPUBOPOB POTOPHOIO TUIMA

Calibrate/Gain Threshold/ oMtc; o SRettmgS/V e / 7
Kaman Optimisation.../ haviae uy ler Remova I(<Zorrect AnHamnyeckuni NcknounTtb
ONT.YPOBHS CUTH. p cTpaHeHue OppPEKT. thoH LMKNbI
BbIOPOCOB YK/IOHa
FAM/Green oT5Fl go 10 F 0,07 10% BK/IOYEHA BKJ/IOYEH orlpo5b
JOE/Yellow otr5Fl go 10 A 0,07 10% BK/lOYEeHa BK/HOYEH orlpo5

2. PEKOMEHZAYEMbIE HACTPOMKMN ANA MPYBOPOB MAAHLUETHOIO TUMA

2.1. O6uLMe HacTPOWKM

KaHan Threshold / Mopor NcknounTb UMKbl

FAM MoporoBas NMHUA AN KaXA0ro KaHana yctaHaB/IMBAEeTCs Ha YPOBHE, COOTBETCTBYIOLLEM orlpos
10-20% OT MaKcMManbHOr0 YPOBHSA (NyOpecLeHLUN, NONyHYeHHOTo ANl KOHTPOJIbHOTO

R6G obpasya MNMKO-2 HCV / MKO-2 HCV Lyo B nocnegHeM Lukie aMnangukaymu. oT1805

2.2. Hactpoiikmn ansa npunbéopa «CFX96»

MapameTtp Lar sTana yunknmpoBsaHusa Ramp Rate
95 "C 2,5’ C/sec

Step Options
60 'C 2,5 "C/sec

2.3. HacTtpoiikn gnsa npmnéopa «ATnparim»

Kputepuii Nnono>XXnNTEeNbLHOrO

MeTo Tun aHannsa KaHan
A pe3ynbtata MNUP

Ct(Cp)

FAM, R6G 70%
[151 BCEX KaHanoB

Moporossiii (Ct)

3. XAPAKTEPUCTUKA AHK-KATMBEPATOPOB

3HauyeHUs1 KOHLLEHTpaLuum no KkaHany ans gayopodopa, ME/mn
AHK-kanubpatop

R6G
MKO-1 HCV / MKO-1 HCV Lyo lMepemMeHHOE 3HavyeHne
MKO-2 HCV / MKO-2 HCV Lyo [MepemeHHOe 3HaueHue
4. TPAHWNYHBLIE 3HAUEHNSA MOPOIrOBOIro LIKNA (Ct)
KaHan gns paHn4Hoe 3Ha4veHune Ct
O6pasel,
thnyopodcpopa Mpn6op poTOpHOro TMna Mpn6op NAaHWweTHOro Tmna
FAM <325 <35
Viccnepyemble o6pasLbl REG <a5 45
OKO FAM <325 <35
MK2 FAM <325 <35
(MKO-2 HCV/ MKO-2 HCV Lyo) R6G <30 <335

L. 1
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BKJ/TAAbILL

ANA aBToOMaTuyeckom o6paboTku pe3dynbTtaTtoB K Habopy «Amnaulpanm* HCV»

pynna coBmecTumMmocTtu: AmMnnulpaim

Kat. Ne; X

Cepua:X

Cpok rogHoaun go: [TTT-MM-L]
MeToauka: AMnaulparim HCV

Mpynna coBmecTumocTn: AMnaulpanm
Mpu6op: Rotor-Gene Q

LLUTpux-koa:

Mone ona wrpmx-koga

Kat. Ne: X

Cepua:X

Cpok rogHocTtuh go: [TTT-MM-/LL

MeTtoguka: AMnnaulpaim HCV

Mpynna coeMectumocTn: AMnanlipaiim (CFX96)
Mpu6op: Bio-Rad CFX96

LWTpux-koa:

Mone Ans WTpKx-Koga

KaT. Ne: X

Cepua:X

Cpok rogHocTtn go: TTr-MM-44

MeTtopguka: Amnaulpaiim HCV

Mpynna coBmectumocTtu: AMnaulpaim (QuantStudio 5)
Mpu6op: QuantStudio 5

WTpux-koA:

Mone ans WTpWX-Koaa

KaT. Ne: X

Cepua:X

Cpok rogHocTtu go: IMTTT-MM-44

MeToguka: AMnaulparim HCV

Mpynna coBmectumocTtun: AMnaunlpanm (ATnpaim)
MNpu6op: AHK-TexHonorus ATnpainm

LTpnx-koa:

Mone ans WTpUX-Koaa
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MpoHyMepoBaHo, CKpensaeHo 1 NpoLwmnTo
nmncT (a/oH)
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