HABIP IOA
ANnAa BUSHAYEHHA AHTUTIT 4O HYKJIEOCOM

3130, Aeskulisa Nucleo-h

Kam. Ne :3130 Memooduka gio 06-06-2015
Kinekicme  : 96 Bepcis 003
BupobHuk  : AESKU. Diagnostics,

(Himeu4yuna)

OCHOBOIO _Npu__NposedeHHi _aHasizy € opueiHan iHcmpykuil
aHenilicbkol Mook, 8kadeHol 8 Habip. Homep i 0ama eepcii
opueiHaay ma nepeknady iHCmpykuii NO8UHHI cnienadamu.

1. MpusHayeHHA

AESKULISA Nucleo-h € TBepfodasHMM iMyHOPEPMEHTHUM aHanizom 3
BMKOPWCTaHHAM JIOACBKMX HAaTVBHUX HYKNEOCOM, BUAINEHNX 3 eyKapioTUYHOI
KNiTUHHOI niHii HeLa anA KinbKiCHOro Ta AKICHOro BM3HaYeHHA aHTUTIN NPOTU
HYKneocom Ta ix KomnoHeHTiB An[JHK i ricToHiB B cpoBaTLi KpOBi IOANHN.
AHanisa € iHCTpyMeHTOM B pAudepeHUianbHii AiarHOCTMLi  CMCTEMHOro
YepBOHOro BoBYaka (SLE).

2. KniniyHe 3acTocyBaHHSA i npuHUMN aHanisy (Jus. opuziHan iHcmpykuii).

NepOKCHAA3010 XPOHY,
61Yaunin CMpPoBaTKOBUIA
anbbymiH (BCA)

Cyb6ctpat TMB 1x15mn YopHun BeskonipHuin | CrabinizoBaHuin
TMB/H,0;
Cron Po3umH 1x15mn binun be3konipHui 1 M conaHoi Kncnotn
MikponnaHwet | 12x8- - - CMYXKM, AKi
NYHKOBUX BiOKPEMITIOITbCA
CMYXOK MoKpUTTA AMB. NYHKT 1

* Konip 36inbLIyeTbcs 3 KOHLEHTpaLi€n

HEOBXIAHI MATEPIAJIU, LLJO HE MOCTAYAKOTbCA

MnaHweTHuit pigep 3 GinbTpom 450 HM i onuinHUM pedepeHTHUM dinbTpom 620 HM (600-
690 HMm). CknaHwi nocyn (umniHap 100-1000 mn), npobipku AnAa po3sefeHHA. BopTekc,
nineTkn npeuusinti (10, 100, 200, 500, 1000 mkn) abo perynboBaHa MynbTunineTka (100-
1000 mn). MikponnaHweTHuin Mpuctpii gna npommeKkn (300 MKN NOBTOpOBaHHA abo
6araTokaHanbHa nineTka abo aBTomMaTM30BaHa cMcTeMa), afcopbytounin nanip.

Hawi Tectm npusHayeHi ANA BUMKOPUCTAHHA 3 OYMILEHOIO BOAOI BiAMOBIAHO [0
Bm3HaueHHA Mapmakonei CLUA (USP 26 — NF 21) Ta €sponeicbkoi ®apmakonei (Eur.Ph. 4-
e Bua).

Mpuxnyun mecmy

3pa3ku cupoBaTKy, posbasneHi 1:101, iHKyOyloTb B MikponnaHwertax 3
BHECEHHAM KOHKPETHOro aHTUreHa. AHTUTINA NauieHTa, AKLO BOHN NPUCYTHI B
3pa3Ky, 3B'A3ylOTbCA 3 aHTUreHoM. He3B'A3aHa ¢pakuia BUMMBAETbCA Ha
HacTynHin cragil. [MoTiM aHTW-NIOACHKI  iIMyHOrNoGYNiHM, KOH'lOroBaHi 3
Mepokcupasoo xpoHy (KoH'toraT), iHKyOyloTb i BigOyBaeTbcA peakuia 3
KOMMNEKCOM aHTUIreH-aHTUTINO B 3pa3kax B MikponnaHweTax. He3s'azaHuin
KOH'IOraT BMMUBAETbCA Ha HacTynHin ctagii. JogaBaHHAa TMB cy6ctpaty
reHepye ¢bepmeHTaTVBHY KONIOPUMETPUYHY (CUHI Konip) peakuilo, AKa
3YMUHAETbCA PO3BEAEHOI  KUCIOTOW (KOJIp 3MIHIOETbCA Ha KOBTWMN).
LBMAKicTb yTBOPEHHA KOMbOpy Bif, XpPOMOreHy € OYHKLI€0 KinbKoCcTi
KOH'loraTy, MOB'A3aHOr0 3 KOMMIEKCOM aHTVUreH-aHTUTINO, | BOHa NporopLiHa
NoYaTKOBIN KOHLEHTpaLii BifNOBiAHNX @aHTUTIN y 3pa3Ky nauieHTa.

3. Komnnekr nocraBkun

MAIOTb 5YTU BIAHOBJIEHI

KomnoHeHT Kinbkictb Konip Konip Onuc/BmicT

KOBMaukKa po3umnHy

1x20mn Binun MKosTtnin 5 X KOHLIeHTPOBaHMA
Tpic, NaCl, BSA, a3ug
HaTpito < 0.1%

(KOHCepBaHT)

Bydep ans
3pa3skis (5x)

MpomueHMn 1x20mn Binun 3eneHnin

6ydep (50x)

50 X KOHLEHTPOBaHMN N
Tpic, NaCl, TsiH 20, a3ug
HaTpito < 0.1%
(KOHCEpPBaHT)

roToBI JO BUKOPUCTAHHA

KomnoHeHT Kinbkictb Konip Konip Onuc/BmicT

KOBMaukKa po3umnHy

HeratusHuin 1x1.5mn

KoHTponb

3eneHnin BeskonipHuin | Jliopcbka cupoBaTtka
(po3BepeHa), bruuaunii
CUPOBATKOBUIA anbOyMmiH
(BCA), a3up HaTpito <

0.1% (KoHcepBaHT)

Mo3nTtnsHU 1x1.5mn MosTtuin

KoHTponb

YepBoHuin JliofgcbKa cnpoBatka
(po3BepeHa), buyaumn
CUPOBATKOBUIA anbbymiH
(BCA), a3up HaTpito <

0.1% (KOHCepBaHT)

Kani6patop 1x1.5mn CuHin KosTuin

Cut-off

JloacbKka cpoBaTka
(po3BepeHa), buyaumin
CUPOBATKOBUIA anbOyMmiH
(BCA), a3up HaTpito <
0.1% (KoHcepBaHT)

Kani6patopu 6x1.5mn | binun Kostuin* KoHueHTpaLif KoXXHoro
kanibpartopa: 0, 3, 10, 30,
100, 300 Og/mn.
JioacbKa cnpoBaTka
(po3BeaeHa), buuaumin
CUPOBATKOBUIA anbbymiH
(BCA), a3up HaTpito <

0.1% (KOHCepBaHT)

Mictutb: AHTU-
imyHOrnobyniHn
NIOAWHK, KOH'IOroBaHi 3

Kon'torat, IgG 1x15mn Cunin Cunin

4, 36epiraHHA Ta TepMiH NPUAATHOCTI

36epiratn BCi peareHTn i MikponnaHweT npu Temnepatypi 2-8 °C/35-46 °F, B
opuriHanbHin ynakosui. [0TOBI, BigHOBMEHi Po3unHK cTabinbHi npoTarom 1
micaua npu Temnepatypi 2-8 °C/35-46 °F, Ak MiHimym. PeareHTn i
MikponnaHweT MNOBUHHI BUKOPWUCTOBYBATUCA TiflbKM B MeXax TepMiHy
NPUAATHOCTI, 3a3HAaYEHOTO Ha KOXHOMY KOMMOHEHTI. YHUKaWTe iHTEHCUBHOTO
BNAuBY cBiTna Ha TMB po3uuH. 36epiraiiTe MiKpoOMiaHLLEeTU B NPU3HAYeHii
IAnA uboro ¢Gonb3i, B TOMy YN 3 OCYLLyBayeM, i WifbHO 3aKpuBaiTe.

5. 3axopau 6e3neKn BUKOPNCTaHHA

5.1 He6e3neka ans 3gopoB'a

LUEW NPOAYKT MPU3HAYEHUA TUIbKU ONA AIATHOCTUKM IN VITRO.
TakuM UYMHOM, TifIbKU NEepCoHan, HaBYeHW i cneuianbHo iHGopMoBaHWI
LoAo MeTofiB AiarHOCTVKM B MpOoGipLi, MOXe NpPOoBOAMTU aHani3. Xoua uei
NPOAYKT He BBaXa€TbCA OCOONMBO TOKCMYHUM abo Hebe3neyHUM B yMOBax
HOPManbHOr0 BWKOPWUCTaHHA, NPUTPUMYyWATECb HACTYMHUX 3axoAiB  AnA
MaKCUManbHoi 6e3neku:

PexkomeHOauyii ma 3axodu 6e3neku

Llen KOMNneKkT MicTUTb NOTEHLINHO Hebe3neyHi KOMMOHEHTU. Xo4a peareHTu
He KnacudikoBaHi AK MOAPA3HUK ANA OYel i LWKipu, MU PEKOMeHAYEMO
YHUKHYTW KOHTaKTY 3 OYMMa Ta LWKIPO i HOCUTM OQHOPAa30Bi PyKaBUYKM.
YBATA! Kanibpatopu, KoHTponi Ta bydepun mictate asug Hatpito (NaNs) sk
KoHcepBaHT. NaNs Mmoxe 6yTU TOKCUYHUM, AKLIO MOro MPOKOBTHYTU abo npu
nonagaHHi Ha wkipy i oui. NaN3 moxe pearysaTu 3i CBUMHUEM i Migato i
dopmyBaTn BUOyxOHebe3neuHi asman meTaniB. Mpu 3HULWEHHI, 3MUTU 3
BE/NMKOIO KiNbKiCTIO BoAW, Wo6 3anobirty HakonunyeHHio asuais. byab nacka,
3BepPHITbCA A0 Npoueayp Ae3akTueaLii, Ak Le BuknageHo CDC abo po iHwmx
MiCLLEBUX/HaLiOHANbHUX KEPIBHUX MPUHLMNIB.

He nanitb, He KTe i He nuiiTe Npn po6oTi 3 Habopom. He ninetyBaTun
poTom.

Becb BMXigHWA NIOACBKUIA MaTepian, WO BUKOPUCTOBYETbCA ANA AEAKUX
peareHTiB Lboro Habopy (koHTponi, cTaHgapTv, Hanpuknag) 6ys
NpoTeCcTOBaHW CxBafieHUMK MeTogamu, i 6yB HeraTvBHum po HbsAg,
renatuty C Ta BIJT 1. MpoTe, »ofeH TecT He MOXe rapaHTyBaTW BiACYTHICTb
BiPYCHMWX areHTiB y Takux MaTepianax NOBHICTIO. TaKMM YNHOM, MOBOAUTACH 3
KOHTPONAMN, CTaHAaPTaMM i 3pa3kaMi NaLi€HTIB AK 3 MOTEHLUiHM [pKepenom
iHdeKUiNHMX 3aXBOPIOBaHb i BiANOBIAHO A0 HaLiOHANbHUX BUMOT.

5.2 3aranbHi 3ayBa)KeHHA WOA0 BUKOPUCTAHHA

He 3miwyiTe i He 3amiHIoNTe peareHTr abo MikponnaHLueTu 3 pisHux noTis. Lle
MOXe NPUBECTU 0 3MiH B pe3ynibTaTax.

MpriBecTn BCi KOMMOHEHTN A0 KiMHaTHOI Temnepatypu (20-32 °C/68-89.6 °F)
nepes  BMKOPUCTaHHAM, fJobpe  nepemiwat i  BOTPMMYyBaTUCb
peKkoMeHA0BaHOI iHKybaLinHOT cxemun ANA ONTYMANIbHOrO BUKOHAHHA TecTy.
IHKy6auia: Mu pekomeHgyemo npoBoguTtu Tect npu 30 °C/86 °F gna
aBTOMaTN30BaHMUX CUCTEM.

Hikonu He nippaBaiTe KOMMOHEHTU Ginbll BUCOKi Temnepatypi, Hix 37
°C/98.6 °F.

3aBXau NpoBOAMTU MiMeTyBaHHA pPO3uMHy Cy6CTpaTy TiflbKM 3 HOBUMMU
HaKOHeYHMKamW. 3axuaTi Len peareHT Bia csiTna. Hikonu He ninetysaTtu
KOH'loraT 3 HaKOHeYHUKaMK, AKi BUKOPWCTOBYBAINCL 3 iHLWIUMK peareHTamu
[0 Uboro.

MeBHWII KNiHIYHNIA AiarHO3 He MOBMHEH FPYHTYBaTWCA Ha pesynbTaTax
TiNbKN MpoBefieHOro Tecty, afie Ma€e 6yTu 3pobneHuir nikapem nicns
OLiHKM BCiX KNiHiYHUX Ta na6opaTopHux gocnigeHb. [liarHo3 NnoBuMHeH
6yTn nepeBipeHMi1 3 BUKOPUCTaHHAM Pi3HNX METOAIB AiarHOCTUKN.

6. Bin6ip npo6, BukopucraHHA Ta 36epiraHHsa
BrkopucToByiiTe nepeBaHO 3ibpaHi HeloaaBHO 3pa3ky CMpoBaTKK. 3abip
KPOBi MOBMHEH MPOBOANTUCH BiAMNOBIAHO A0 Aep>KaBHUX BUMOT.




He BuKopwucTOBYWiTe iKTepWyHi, NinemiyHi, remonisoBaHi abo 6akTepianbHO
3abpyaHeni 3pasku. CupoBaTKa 3 uYacTKaMy MOBMHHA OyTy ouulieHa
LeHTpUdYryBaHHAM 3 HA3bKOIO WBKUAKICTIO (<1000 X g). 3pa3ky KpoBi NOBUHHI
6yTn 3i6paHi B umcTi, cyxi i NMOpoxHi npobipku. Micns cenapauii, 3pa3kn
CUPOBATKY CNifi BUKOPUCTOBYBATU Bifipa3y, 36epiraty WifibHO 3aKpUTUMK Npun
Temnepatypi 2-8 °C/35-46 °F po 48 roguH i 3amopoxeHummn npu -20 °C/-4 °F
ana 6inblWw TpYBanux nepiogis.

7.Mpouenypa aHanisy

7.1 NMigroroBui 3axoau nepep nineTryBaHHAM

Po3BecTu KOHLEHTPOBaHI peareHTu:

Po3Bectn koHueHTpoBaHUn 6ydep ansa B3ipuiB 1:5 AMCTUNBOBAHOK BOAOKD
(Hanpwuknag, 20 mn natoc 80 mn).

Po3Bectu KoHueHTpoBaHwii MpomuBHUiA Bydep 1:50 AUCTUNBOBAHOK BOAOKD
(Hanpwuknag, 20 mn natoc 980 mn).

o6 YHWKHYTM MOMWIOK MW MPOMOHYEMO TMO3HAUUTW KOBMAYKU Pi3HUX
KanibpaTtopis.

3pasku:

Po3Bectu 3paskm cuposatkm 1:101 6ydepom ans 3paska (1x)

Hanpuknag, 1000 mkn 6ydepa ansa 3paskis (1x) + 10 mkn cupoaTtku. Jobpe
nepemiwaru!

NMpomusaHHa:

MNigrotysatn 20 mn po3BefeHoro npommeHoro 6ydepa (1x) Ha 8 nyHok abo 200
M1 Ha 96 NYHOK

Hanpwuknag, 4 mn KOHUeHTpaTy nnoc 196 Ma AUCTUABOBaHOT BOAN.

ABTOMaTM30BaHe NPOMUBaHHA:
BpaxyBaTv Hap/AMWKOBI 06cCAry, HeobXigHi Ans HanawTyBaHHA npwunagy, i
MepTBi 06CArY AN aBTOMATM30BaHOro MineTyBaHHS.

PyuyHe npomuBaHHA:

Bupanutu pignHn 3 nyHoK nepekupgaHHAM nnaHweTa. MocTykat pamkoro 3
MIKPONTyHKaMW eHepriiHo Ha unctuii apcopbytounii nanip. BHectn 300 mkn
po3BefeHoOro MpPoMMBHOTO Bydepa B KOXHY JlyHKy, nouyekatn 20 cekyHf.
MoBTOpPUTM BCIO NpoLeaypy Lie ABa pa3u.

MikponnaHweTtn:

Po3spaxyiite KinbKicTb NyHOK, HeObXigHWX Ans BUNpoOyBaHHsA. Buganutn 3amsi
NYHKW 3 pamu, MOMICTUTU B NaKeT i 36epiratyi pa3om 3 ocyluyBayem, (2-8 °C/35-
46 °F).

7.2 Cxema lMinetyBaHHA
Mwu nponoHyemo nineTyBaTn KanibpaTopu, KOHTPOAI i 3pasku TaknM YMHOM:

[na KIIbKICHOI intepnpeTauii [ns AKICHOI inTepnpeTauii
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. Po3BefeHoi cpoBatKu nauieHta (P1, P2 ...)

RO

IHKy6yBaTn npotArom 30 xBuAMH npwn 20-32 °C/68-

- 89.6 °F.

5. WASHB |
1 Npomntn 3 pasm 3 300 MKN NPOMUBHOrO
6ydepa (po3seneHunii 1:50).
— —
3w 300ul
KOH'IOrAT

6.

BHecTn 100 MK KOH'toraTy B KOXKHY NyHKY.

IHKybyBaTV npoTarom 30 xBuauH npu 20-32 °C/68-
89.6 °F.

Mpomntnn 3 pasm 3 300 MKN NPOMMUBHOrO
6ydepa (po3sepeHuii 1:50).

é\hj

CYBCTPAT

BHectn 100 mkn TMB cy6cTpaTy B KOXKHY JTYHKY.

IHKy6yBaTV npotArom 30 xBUAMH npu 20-32 °C/68-
\ 89.6 °F, 3axuLyeHunn Bif iHTEHCMBHOTO CBIiTNa.

30
CTOn PO34MH
1
BHectn 100 MKN CTOM-PO3UMHY B KOXHY JIYHKY,
BMKOPUCTOBYIOUM TOWM »Ke nopafdoK, Wo i npu
H —  nineTyBaHHi cy6cTpary.
+100 pl
12. oy
@ Butpumatu 5 xBUNUH miHimym.
13. PeTenbHO CTpyLlyBaTV NNACTUHY NPOTArOM 5 CeK.

BumipaT onTWYHY wWinbHicTb npu 450 HM
(pekomeHnpyeTbca 450/620 HmM) npotarom 30
XBWIVIH.

14, OR:; OD,p _

450/620 nm

8 KinbkicHa Ta flkicHa IHTepnpeTauia

[na KinbKicHOT iHTepnpeTauii nobyaysaTy CTaHAapTHY KpuBY, BigKnaswwu
ONTNYHY WinbHicTb (OD) KoxxHoOro Kani6partopa (Bicb ¥Y) no BigHOLWEHHIO
[0 BiANOBIAHMX 3HaueHb KOHUeHTpauil B Og/mn (Bicb X). inAa pocArHeHHs
HalKpalLmx pe3ynbTaTiB M1 PpeKOMeHAYEMO BUKopucTaHHsA log/lin koopaunHat
Ta 4-NapameTtpoBe HanawTyBaHHA. 3 OD KOXHOro 3paska 34MTaTi BignoBiaHi

KOHLIeHTpaLii aHTUTin, Bupax<eHi B Og/mn.
HopmanbHui CymHiBHMI fliana3oH Mo3uTunBHi
Aiana3oH pesynbTati
<120a/mn 12-18 Oa/mn > 18 Og/mn

CalA: kanibpatop  CalD: kanibpatop PC: no3ntusHuiA P1: nauieHT 1
A D KOHTPOJb P2: nayieHT 2
CalB: kanibpatop CalE: kanibpaTtop NC: HeraTuBHUIA P3: nauieHT 3
B E KOHTPOJb
CalC: kanibpaTop CalF: kani6paTtop CC: cut-off
C F kanibpatop
7.3 NpoBeAeHHA TeCTyBaHHA
Kpok | Onuc
1. MepeKkoHaiiTecs, WO NigroToBKa BiANoBiAHO A0 NYHKTY 7.1 BuLle Gyna
nposeAeHa nepea nineTyBaHHAM.
2. BrvkopucToByiTe HacTynHi KpPOKM [OnA OTPUMMAHHA HeobXiaHUX

KiNIbKiCHNX/AKICHNX pe3ynbTarTiB:

KOHTPOJII | 3PA3KMN

3. BHecTu B 3a3HaueHi NyHKK, AK onnucaHo B po3aini 7.2

BuLye, 100 MK KOXKHOTO:

a. Kani6patopis (CAL.A go CALF) ana KI/IbKICHOI

abo
b. Cut-off «kanibpatopa (CC) ana AKICHOI
u iHTepnpeTauii i 100 MKN KOXHOrO 3 HACTYMHUX:

+100 i . HeratueHoro KOHTPOJIO (NC) i
Mo3utneHoro koHtponio (PC), i

IMpuknad cmaHoapmHoi Kpueoi
Mwn pekomeHayeMo napasnesibHe MiNeTyBaHHA KanibpaTopiB AnA KOXHOro
aHanisy.

Kani6pamopu IgG OD 450/620 Hm CV % (Bapiauyia)
00a/mn 0.030 2.8
30pa/mn 0.136 1.0
10 Og/mn 0.339 0.5
30 Oa/mn 0.661 1.4

100 Og/mn 1.255 2.9
300 Og/mn 2.131 1.8




lpuknao po3paxyHKy

1/400 22.0 21.2 103.8

1/800 9.8 10.6 92.5

MauieHT Ay6nikar (OD) CepepHe (OD) Pesynbrar
(Oa/mn)
P01 0.838/0.849 0.844 47.2
P02 1.503/1.516 1.510 137.3
3pa3ky  BulEe 3HAUYEeHHA HalBMLWOro fAianasoHy Kanibpatopa cnig

npeacTasnAt™A y Burnagi > Max. BoHu noBuHHI 6yTn po3sefeHi B Mipy
HeobXigHOCTI | 3HOBY aHani3oBaHi. 3pa3KM HMKYe 3HauyeHb [iana3oHy
Kanibpatopa noBuHHI 6yT NpeacTaBneHi y Burnagi < Min.

[laHi, XxapaKTepHi AnA KOHKPETHOro 10Ty, 3HaXOAATbCA B JINCTI KOHTPOSIO
AKocTi. MepuuHi nabopatopii MOXyTb npoBoauTU CBi KoHTponb fAkocTi
BMKOPWCTOBYIOUMN BaCHi KOHTPONi i/ab0 BHYTPIWHIN Nyn CMPOBATOK, AK Lie
nepep6ayeHo Hopmamm €C.

KoHa nabopatopis MOBMHHA BCTAHOBUTW CBOI MeXi HOPMaJibHUX 3HayeHb,
IPYHTYIOUMCb Ha BNAacHMX MeTofaX, KOHTPOnAX, obnagHaHHi i nonynauii
naui€eHTiB y BiANOBIAHOCTI 3i CBOIMU BCTAHOBIEHNMM NpoLiefypamu.

Y BMNapKy, KONM 3Ha4yeHHA KOHTPOJIB He BiAMOBiAaloTb KpuUTepiam, TecT €
HeficCHUM | MOBUHEH GYTY MOBTOPEHUIA.

HactynHi TexHiuHi AaHi NOBWMHHI 6yTM nepeBipeHi: TepMiH MpPUAATHOCTI
(NprroToBneHNx) peareHTiB, yMOBU 36epiraHHaA, NineTku, npunaau, poTomeTp,
YMOBW iHKy6aUii i METoAN NPOMMBKU.

AKWO npoTecToBaHi 3pa3ku MOKasylTb 3HAaYeHHA, AKi BiAXMNATbCA Bif
BCTaHOBNEHUX, abo KpuTepii MepeBipKUM He BUKOHYIOTbCA 6e3 Barommx
npuumH, 6yAb nacka, 3BepHITbCA [O BMPOOHMKA UM NocCTavyanbHUKa TecT-
Habopy.

[ina AKicHOT iHTepnpeTawii 3uMTaTn oNTNYHY WinbHicTb Cut-off KanibpaTopa i
3pa3kKiB nauieHTiB. MopiBHATM OD nauieHta 3 OD Cut-off kanibpatopa. Ons
AKICHOI iHTepnpeTaLii M1 peKoMeHAYEMO po3rnafat CMpOoBaTKW B Aiana3oHi
20% HaBKOJIO MOPOroBOro 3HauyeHHs, fK ABO3HAuHi. Bci 3pasku 3 6inblu
BUCOKMM OD BBaXKaloTbCA MO3UTMBHUMM, 3pa3kyM 3 6inblw Hu3bKuMu OD
BBaXalOTbCA HEraTVBHUMM.

HeratusHmia: OD nauienra < 0.8 X OD cut-off
CyMHiBHMIA: 0.8 X OD cut-off < OD nayjenra < 1.2 X OD cut-off
Mo3unTnsHMIA: OD nayienra > 1.2 X OD cut-off

9. TexHiuHi gaHi

Marepian 3paska:
06’em 3paska:

cupoBaTKka
10 mKn 3paska, po3segeHoro 1:101 B 1x

6ydepi ana 3paskis

3aranbHuii yac iHKyOauii: 90 xsunuH npwu 20-32 °C/68-89.6 °F

[lianasoH Kani6pyBaHHA: 0-300 Og/mn

AHaniTM4yHa YyTANBICTb: 1.0 Og/mn

36epiraHHs: npw Temnepatypi 2-8 °C/35-46 °F
BMKOPUCTOBYNTE TiNbKN OPUriHaNbHI
dnakoHmn

KinbKicTb BU3Ha4eHb: 96 TecTiB

10. [laHi NpoAYKTUBHOCTI

10.1 AHaniTuyHa YyTamsictb
TectyBaHHs Oydepa ans 3paskis 30 pasiB Ha AESKULISA Nucleo-h
aHaniTnyHy vyTnmeictb 1.0 Oa/mn.

nano

10.2 CneuyundiyHicTb i yyTANMBICTD

MikponnaHwleT MOKPUTWI BUCOKO OUULLEHVMW HAMUEHUMU JII0OCbKUMU
HyKneocomamu. [lepexpecHOi peakTUBHOCTI 3 iHWMMK ayTOAHTUTeHaMy He
6yno BuABneHO. TecT AEMOHCTPYE AiarHOCTUUYHY creundiuHictb  90%.
LiarHoctnuHa cneuudivHicTe cneundiuyHMX aHTUTIN HYKNEOCOMU CTaHOBUTb
84-88% y naulieHTis 3 SLE.

10.3 JliHinHicTb

O6paHi cupoBaTKM TecTyBanucb 3 UMM Habopom i 6Gyno BCTaHOBNEHO
NiHINHICTb po3BefieHHA. TUM He MeHLUe, yepe3 HeOAHOPIAHICTb  XapakTepy
TIIOACBKMX ayTOAHTUTIN MOXKYTb iCHYBaTW 3pas3Ku, WO He MignAraioTb LboMy
npaswuny.

| oamop | R | comenrpain | BlAWosTenn
3paska po3BefieHHA (Oa/mn) (Oa/mn) (%)
1 1/100 152.9 153.6 99.5
1/200 76.4 76.8 99.4
1/400 38.8 384 101.0
1/800 17.8 19.2 92.7
2 1/100 85.3 84.9 100.5
1/200 441 425 103.8

10.4 TouHicTb

[nA BM3HauYeHHA TOYHOCTI aHanisy, MIHAMBICTb (BCcepeAuWHi i MK cepiamu)
OLiHIOBaNM LWAAXOM aHanisy Moro BiATBOPIOBAHOCTI Ha TPbOX BifibpaHMX
3paskax CMpoBaTKY, LWob NpeacTaBUTK fiana3oH B MOPIBHAHHI 3i CTaHAAPTHO
KPUBOIO.

Intra-Assay Inter-Assay
Sample Mean cv Sample Mean cv
No. (U/mil) (%) No. (U/ml) (%)
1 174.02 3.7 1 111.56 3.6
2 77.98 2.1 2 48.06 59
3 32.57 23 3 14.80 4.8

10.5 Kani6pyBaHHsa
Yepes BifCYTHICTb MiXKHApPOAHOrO ETaNoOHHOro KanibpyBaHHA Lel aHani3
BigKanibpoBaHuii B yMOBHUX ognHuuax (Og/mn).

MoAcHeHHA cMMBONIB, L0 BUKOPUCTOBYIOTbCA Ha MapKyBaHHi:

MegnuHunin BUpI6 fns giarHOCTUKM in vitro
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