HABIP IDA

AnA KUIbKICHOIO TA AKICHOIO
BU3SHAYEHHA AHTUTIT NPOTU TNCTOHIB

3150, Aeskulisa Histone-C

Kamarnoe. Ne: 3150 Memoduka eid 12-12-2014

Kinbkicmb ;96 Bepcis 003
BupobHuk  : AESKU. Diagnostics,
(Hime44uHa)

OcHog0t0 npu nposedeHHi aHasidy € opueiHan iHcmpyKuii
aHanilcbKo Mo8ok, eknadeHoi 8 Habip. Homep i dama
s8epcii _opueiHany ma nepeknady iHCMPYKUii MO8UHHI
criignadamu.

1 MNpu3HayeHHs

AESKULISA Histone-C SABNSE coboto TBEpAodasHun
iMyHODEPMEHTHUI aHami3 3 HaTVBHUMMK ricToHamu moamHn H1, H2A,
H2B, H3, H4, BugineHux 3 eykapioTU4HOI KniTMHHOI niHii Hela ans
KiNbKICHOrO Ta SIKICHOrO BU3HAYEHHS aHTUTIN NPOTW TiICTOHIB B CMpOBaTLi
KPOBi JIIOANHWN.

AHaniz € iHCTpyMeHTOM B AudepeHLUianbHii giarHocTuui CUCTEMHOro
YepBOHOTO BoBYaka (SLE).

2 KniHiyHe 3acTocyBaHHA i
iHCMpyKUii).

npuvHuMn adanisy (fus. opuaiHan

(po3BeneHa), Guyaunin
CMPOBATKOBUIA anbOyMiH
(BCA), asug Hatpito <
0.1% (koHcepBaHT)
KoH'torart, IgG 1x15 CuHin CuHin MictuTb: AHTU-
mn iMyHOrMoGyniHM NtoMHN,
KOH'loroBaHi 3
NepOKCMAa30io XpoHY,
Buyaumii cuposaTkoBUi
ansbymiH (BCA)
Cyberpar 1x15 YopHui beskoniphuit | CrabinizoBaHui
T™MB Mn TMB/H.02
Cron Po3uunx 1x15 Binui Beskoniphuin | 1 M consiHoi kucnotn
Mn
MikponnaHwet | 12 x 8- - - CMYXKU, SIKi
NYHKOBUX Bi[JOKPEMIIOIOTLCA
CMYXXOK IMoKpWUTTS AUB. MyHKT 1

* Konip 36inbluyeTbCs 3 KOHLEHTpaLjie

HEOBXI4HI MATEPIAJIN, LL|O HE TOCTAYAKOTbCs

MnaHweTHWA pigep 3 GinbTpom 450 HM i onuiiiHUM pecdepeHTHUM inbTpom 620 HM
(600-690 Hm). CknsHui nocyd (umnivgp 100-1000 mn), npobipku ANS po3BeneHHs.
Boptekc, ninetkm npeumsivni (10, 100, 200, 500, 1000 mkn) abo perynboBaHa
mynbTuninetka (100-1000 mn). MikponnaHweTHuin Mpuctpin ans npomueku (300 mkn
noBTOplOBaHHA ~ abo 6GaratokaHanbHa nineTka abo aBTOMaTW30BaHa cucTema),
apcopbytouuit nanip.

Hawi TectM npusHayeHi Ans BUKOPUCTaHHS 3 OYWLLEHOK BOZOK BIAMOBIAHO A0
Bu3HaueHHs Papmakonei CLLA (USP 26 — NF 21) Ta €sponeiicskoi dapmakonei (Eur.Ph.
4-e Bu).

lMpuHyun mecmy

3pasku cupoBaTku, po3basneHi 1:101, iHKyOyloTb B MikponnaHweTax 3
BHECEHHAM CcneuundivyHOro aHTureHy. AHTUTINA MauieHTa, SKLWO BOHU
NPUCYTHI B 3pasKy, 3B'A3yl0TbCS 3 aHTureHoM. Hess'asaHa dpakuis
BMMMBAETLCS Ha HACTYMHin ctagii. [MoTiMm aHTU-nAckKi iMyHornobyniHu,
KOH'IOroBaHi 3 NepoKcnaa3oko XPoHy (KOH'toraT), iHKyOytoTh i BinbyBaeTbCs
peakuis 3 KOMMMEKCOM aHTUreH-aHTUTINO B 3pa3kax B MiKponmnaHLieTax.
HesB'si3aHnin KoH'toraT BMMMBAETbCS Ha HacTynHiv cTagii. [logaBaHHs
TMB cybcTpaty reHepye hepMeHTaTUBHY KONOPUMETPUYHY (CUHIN Komip)
peakLito, sika 3yNUHSETLCS PO3BEAEHO KUCMOTOLO (KOMip 3MIHIOETLCS Ha
XoBTui). LUBMAKICTE YTBOPEHHSA KOMbOPY Bif, XPOMOreHy € (yHKLiE
KiNbKOCTi KOH'toraTty, NnoB'A3aHOro 3 KOMMIEKCOM aHTUIeH-aHTUTINo, i BOHa
NponopuinHa MoYaTKOBIN KOHLUEHTpaLii BiANOBIAHWUX aHTUTIN y 3pasky
naujieHTa.

3 KomnnekT noctaBku

MAKTb BYTU BIJHOBJ/IEHI
KomnoHeHT Kinbkicts | Konip Konip Onuc/amict
koBMayka PO34UHY

Bydep ans 1x20 Binuit YosTuit 5 X KOHLEHTPOBaHWN

3paskis (5x) Mn Tpic, NaCl, BSA, asug
Hatpito < 0.1%
(KoHCepBaHT)

pomMuBHUI 1x20 Binuit 3eneHuit 50 X KOHLEHTPOBaHWI

Bydep (50x) Mn Tpic, NaCl, Tein 20, asug
Hatpito < 0.1%
(KOHCEpBaHT)

roToBI O BUKOPUCTAHHA
KomnoHeHT Kinbkicte | Konip Konip Onuc/BmicT
KoBMayka PO34UHY

HeratusHuit 1x15 3eneHuit BeskonipHuit | Ilioacbka cuposaTtka

KoHTponb Mn (po3BeneHa), bryaumit
CMpOBAaTKOBUIA anbbyMmiH
(BCA), a3ug HaTpito <
0.1% (koHcepBaHT)

[MoauTnBHUA 1x15 YepBoHu | XKosTun Jlioacbka cupoBaTka

KoHTponb Mn (po3BepneHa), bryaumii
CMpOBAaTKOBUIA anbbyMmiH
(BCA), a3ug HaTpito <
0.1% (koHcepBaHT)

Kanibpatop 1x15 Cuin YosTuit Jlioacbka cupoBaTka

Cut-off Mn (po3BeneHa), bryaumit
CMPOBAaTKOBUIA anbOyMiH
(BCA), a3ug HaTpito <
0.1% (koHcepBaHT)

Kani6patopu 6x15 Binuit ostuir* KoHueHTpaLjis KoxHoro

Mn kanibpatopa: 0, 3, 10, 30,

100, 300 Oa/mn.
Jltoacbka cuposatka

4 36epiraHHs Ta TepMiH NpUAATHOCTI

36epiratu Bci peareHTn i MikponnaHweT npu TemnepaTypi 2-8 °C/35-46
°F, B opwuriHanbHii ynakoBui. [OTOBi, BiAHOBNEHi PoO34MHWM CTabINbHi
npotsarom 1 micsua npu TemnepaTypi 2-8 °C/35-46 °F, ak MiHimym.
PeareHTu i MikponnaHLueT NOBWMHHI BUKOPUCTOBYBATUCS TiNbKM B MeXax
TepMiHy NpuaaTHOCTI, 3a3HA4YEHOr0 Ha KOXXHOMY KOMMOHEHTI. YHuKanTe
iHTeHcMBHOro  BnnuBY cBiTna Ha TMB  posuuH. 36epirainte
MikponnaHweT B npusHayeHin Ans uboro onbksi, B TOMy uucni 3
ocyLlyBayem, i LWirnbHO 3aKkpuBanTe.

5 Be3neka BUKOPUCTaHHA

5.1 He6e3neka ans 380poB's

Lel npodykm npu3HayeHuli minbku QJ151 QIAFHOCTUKU IN VITRO.
TaknuM YMHOM, TifbKVM NMepCcoHar, HaB4YeHW i cneujianbHO iIHOPMOBaHMI
LoAo MeToAiB AiarHOCTMKM B Npobipui, Moxe npoBoauTu aHanis. Xova
Liev NpPOAYyKT He BBaXKAETbCA OCOONMBO TOKCMYHUM abo HebesneyHum B
YMOBax HOPMaribHOro BUKOPUCTaHHS, MPUTPUMYNTECH HAaCTYMHUX 3ax0aiB
[Ns MakcumarnbHOI 6e3neku:

PekomeHndauii ma 3axodu 6e3neku

Llen komnnekt MicTUTb MOTEHLiNHO Hebe3neyHi komnoHeHTW. Xouva
peareHTU He knacudikoBaHi SK MNOAPA3HUK ANA oveln i LWKipn, Mu
PEKOMEHAYEMO YHMKHYTM KOHTAKTy 3 O4YMMa Ta LKIPOK | HOCUMTU
0OHOPAa30Bi pyKaBUYKM.

YBATA! Kani6patopu, KoHTponi Ta Bydepu mictate a3ung HaTpito (NaN3)
sik KoHcepBaHT. NaN3 Moxe ByTU TOKCUYHUM, SIKLLIO MOr0 MPOKOBTHYTM
abo npu nonagaHHi Ha wkipy i o4i. NaN3; Moxe pearyBaTy 3i CBUHLEM i
migato i dopmyBaTn BMOyxoHebe3neyHi asvan metanis. Npy 3HWLLEHHI,
3MUTU 3 BENUKOK KiNbKiCTIO BOAMW, W06 3anobirt HakonuyeHHo asuais.
Byab nacka, 3BepHiTbCA A0 npouedyp Ae3akTuBalii, ik ue BUKNageHo
CDC ab0 go iHWKX MicLeBUX/HaLiOHANBbHNX KEPIBHUX NPUHLUMMIB.

He nanitb, He ixTe i He nuhTe nig 4ac pob6otu 3 Habopom. He
nineTtyBaTu poToM.

Becb BuxigHWIM niogcbkuii MmaTepiarn, WO BUKOPUCTOBYETLCS ANS OESKUX
peareHTiB LbOro Habopy (KOHTpomi, cTaHgapTu, Hanpuknag) 6ys
NMpOTECTOBaHWI CXBaneHUMU meTtogamu, i 6yB HeratwuBHuMm Ao HbsAg,
renatuty C T1a Bl 1. lpoTe, xogeH TecT He MOXe rapaHTyBaTu
BiACYTHICTb BIpyCHMX areHTiB y Takux Martepianax MOBHIiCTI. Takum
YMHOM, MOBOAMUTUCH 3 KOHTPOMSIMW, CTaHAapTaMu i 3paskamy nauieHTiB
SIK 3 MOTEHUINHUM JXepernoM iHheKUiHMX 3axBOptoBaHb i BIANOBIAHO A0
HaLioHanbHMX BUMOT.

KomnnekT micTUTb MaTtepian TBapMHHOIO MOXOMKEHHS!, SIK 3a3HA4YeHO B
Tabnuui 3micTy, NOBOAUTUCDH BigMNOBIAHO [0 HALOHANbHUX BUMOT.

5.2 3aranbHi 3ayBaXXeHHS WOA0 BUKOPUCTaHHS

Y pasi, sKwo iHdopmauis npo NpodyKT, B TOMY YMUCIi MapKyBaHHS, €
crnoTBopeHol abo HenpaBunbHOW, Oyab nacka, 3BEpHITbCS A0
BMPOGHMKa Y nocTayanbHUka TecT-Habopy.

He 3miwyvite i He 3amiHlonTe peareHTU abo MikponnaHweTn 3 pisHKX
nortis. Lie Moxe npmBecTn 40 3MiH B pe3ynbTaTax.




MpvBeCTN BCi KOMMNOHEHTM A0 KiMHaTHOI Temnepatypu (20-32 °C/68-89.6
°F) nepen BWKOpWUCTaHHsIM, [O06pe nepemiwaTtu i [OTPUMYBaTUCh
pekoMeHAoBaHoi  iHKybaUinHOi cxemMu ONnsi ONTUManbHOrO BUKOHaHHA
TecTy.

IHky6auis: Mu pekomeHayemo npoBoauTtu Tect npu 30 °C/86 °F ansa
aBTOMaTU30BaHUX CUCTEM.

Hikonu He nmippaBaviTe KOMNOHEHTU GinbLU BUCOKiIA TeMnepaTypi, Hix 37
°C/98.6 °F.

3aBxan NpoBOAWUTU MINETYBaHHA PO34MHY cybcTpaTy Tinbku 3 HOBUMMW
HaKOHeYHMKaMKn. 3axuwaTtn LUen peareHT Big cBitna. Hikonn He
nineTyBatn KoH'loraT 3 HaKOHEeYHVMKaMW, siki BUKOPUCTOBYBanuCb 3
iHWMMK peareHTammn [0 LbOoro.

MeBHUM KNiHIYHMM pgiarHO3 He MNOBUHEH FpPyHTyBaTUCs Ha
pe3ynbTaTtax TifibKM NPoOBeAeHOro Tecty, arie Mae 6yt 3po6reHumn
nikapeM nicns ouiHKM BCiX KNiHiYHUX Ta NabopaTopHUX AOCHiAXKEeHb.
[iarHo3 noBuHeH OyTU nepeBipeHMM 3 BUKOPUCTAHHAM pPi3HUX
MeToAiB AiarHOCTUKM.

6 Bin6ip npo6, BukopucrtaHHs Ta 36epiraHHs

BukopuctoByinTe nepeBaxHO 3ibpaHi HelloAaBHO 3paskM CUPOBATKMU.
3abip KpoBi NOBMHEH NPOBOAMTUCH BIAMOBIAHO OO AepKaBHMX BUMOr. He
BVKOPWCTOBYWTE iKTEpWYHi, MinemiyHi, remonizoBaHi abo GakTepianbHo
3abpyaHeHi 3pasku. CrvpoBaTka 3 YacTMHKaMu MoBWMHHa ByTu ouueHa
LeHTpUMYryBaHHAM 3 HU3bKOW LWBMAKICTIo (<1000 x g). 3pasku Kposi
NOBUHHI ByTW 3ibpaHi B YMCTi, Cyxi i NOpOXHi NPOBipku.

Micna cenapadii, 3pa3kM cupoBaTKku Chnig BUKOPUCTOBYBAaTU Ha MNpPOTA3i
nepwux 8 roauH, 36epiratu LWiNbHO 3aKpUTUMK Npu TemnepaTtypi 2-8
°C/35-46 °F po 48 roguH abo 3amopoxeHumu npu -20 °C/-4 °F gns
6inblw TpMBanux nepiogis.

7 Mpoueaypa aHanisy

7.1 NigroToBYi 3axoaun nepea No4YaTkom poboTtun

Po3BecTy KOHLEHTPOBaHi peareHTu:

PosBecTn koHUeHTpoBaHun Oydep ansa 3paskis 1:5 aucTunboBaHo
BoAotw (Hanpwuknag, 20 mn nntoc 80 mn).

PosBecTtn koHueHTpoBaHui [NpomusHuin Gydep 1:50 aucTunboBaHOK
BoAo (Hanpuknag, 20 mn nntoc 980 mn).

o6 YHWKHYTM MOMWMMOK MW MPOMOHYEMO MO3HAYUTM KOBMAYKN Pi3HMX
kanibpaTopi..

3pasku:

PosBecTtu 3pasku cuposatku 1:101 Bycepom ans 3paska (1x)
Hanpwvknag, 1000 mkn 6ydepa ans 3paskiB (1x) + 10 Mk cupoBaTku.
[Ho6pe nepemiwatn!

MpomuBaHHsA:

Nigrotysatn 20 mn po3BeaeHoro npomusHoro Bydpepa (1x) Ha 8 nyHok
abo 200 mn Ha 96 nyHOK, Hanmpwknag, 4 Mn KoHueHTpaTy nnoc 196 mn
OUCTUINbOBAHOI BOAMW.

ABTOMaTM30BaHEe NPOMMUBAHHS:
BpaxyBaTu HagnuLkoBi o6csArn, HeoOXigHi AnA HanawTyBaHHSA npunaay,
i MepTBi 06CsrM ANst aBTOMaTU30BaHOIO NiNeTyBaHHS.

Py4He npomuBaHHSA:

BuganuTtu pignHu 3 nyHOK nepeknaaHHamM nnaHweTta. MNocTtykatn pamkolo
3 MIKpOnyHKaMun eHepriiHo Ha uYnicTui agcopOyrounii nanip. Brectn 300
MK po3BedeHOro npomuBHOro Oydepa B KOXHY FyHKy, noyekatn 20
cekyHa. MoBTOpMTKM BClO NpoLeaypy e ABa pasu.

MikponnaHweTu:

Pospaxyite KinbkicTb nyHOK, HEOBXiAHUX Ans aHanidy. Buganutu 3amsi
TNYHKW 3 paMKu, MOMICTUTM B NakeT i 30epiraTu pasom 3 OCyLlyBayeM,
LWiNbHO 3akpuTnMK (2-8 °C/35-46 °F).

7.2 Cxema lMineTyBaHHA
Mu nponoHyemo ninetyBaTu KanibpaTopw, KOHTpOMi i 3pasky Takum
YUHOM:

[Ons KINIbKICHOI intepnpetauii  [nsa SKICHOI intepnpeTauii

1 2 3 4. 1 2 3

Al | Alnc |2

B [ B [NC | P2

a Clcc |p3 T

D [ D|cc |r3 T

E I E |rc

F| - F |PC

G I G | Pl

" e = H [P [
CalA: kanibpatop A CalD: kani6parop D PC: nosutueHuit P1: najent 1
CalB: kanibpatop B CalE: kani6patop E KOHTPOMb P2: naujent 2
CalC: kanibpatop C  CalF: kani6patop F NC: HeraTuBHMit P3: navjent 3

KOHTPOINb
CC: cut-off
Kkanibpatop
7.3 NpoBeneHHsA TeCTyBaHHA
Kpok | Onuc
1. MepekoHawiTecs, WO NiAroToBKa BiANOBIAHO A0 MYyHKTY 7.1 BuLle
Oyna npoBefeHa nepef NiNeTyBaHHSM.
2. BukopuctoByinTe HacTynHi Kpoku ONs OTPMMaHHS HeobXigHWX

KiNbKICHUX/SIKICHUX pes3ynbTaTiB:

KOHTPOII | 3PA3KA

3. BHecTn B 3a3HayeHi NyHKW, siK onvcaHo B po3paini
7.2 Bue, 100 MKN KOXHOrO:

a. Kanibpatopis (CALA po CALF) gans
KINIbKICHOI a6o
b. Cut-off kani6patopa (CC) ans SKICHOI
u iHTepnpetauii i 100 Mkn  KOXHOrO 3
+o0 HacTyMnHUX:
. HeratuBHoro  koHTponto  (NC) i

Mo3suTmeHoro koHTponto (PC), i
. Po3BepeHoi cuposaTku nauieHta (P1,
P2..)

) @\l

IHky6yBaT npotarom 30 xBunuH npu 20-32
°C/68-89.6 °F.

5 . Iw;a.m 1B |

[ 1t MNpomutn 3 pasu 3 300 MK NPOMMBHOIO
/ Oydepa (po3seneHnuin 1:50).
— -
3x_ 300wl
KOH'IOTAT
6.

BHecTn 100 MK KOH'tOraTy B KOXHY NyHKY.

InkybyBaT npotarom 30 xBunuH npu 20-32
°C/68-89.6 °F.

8 |washs |
[ 1t MNpomutnn 3 pasm 3 300 MKN NPOMMBHOIO
% / Oydepa (po3seneHuin 1:50).
— —
Sx 300ul
CYBCTPAT
9.

Brectn 100 mkn TMB cybcTpaty B KOXHY NYyHKY.

10. %

InkybyBaT npotarom 30 xBunuH npu 20-32
\ °C/68-89.6 °F, 3axulleHwi Big iHTEHCUBHOIO
cBiTna.

CTOIN PO34YMH

11.
BHectn 100 MK CTOM-PO3YMHY B KOXHY JTYHKY,
BMKOPWUCTOBYIOYM TOW Xe MNOPSAOK, WO i npu
H —*  nineTyBaHHi cybcTparTy.

Butpumatu 5 xBunvH miHimym.

+100 pl
12. j“‘“-f

13. PeTenbHO cTpyLlyBaTH NNacTuHy NpoTSroM 5 cex.

14. OQ,\;OD% BuMipaTn onTuyHy winbHicTe npu 450 HM
(pekomengyeTtbea 450/620 Hm) npotarom 30
450/620 nm XBUIVH.

8 KinbkicHa Ta flkicHa IHTepnpeTauin
Ons  kinbkicHoi iHTepnpeTauii nobyaoyBaTv CTaHOapTHY KpUBY,
BiAKNaBWM ONTUYHY LWinbHicTb (OD) koxHoro kani6patopa (Bicb Y)




no BiQHOLUEHHIO OO0 BiAMOBIAHMX 3Ha4YeHb KoHUeHTpauii B Opg/mn (Bicb
X). [Ons [OOCArHEHHA HaWKpalwmx pesynbTaTiB MU  PeKOMeHAyeEMO
BuKOopucTaHHs log/lin koopauHat Ta 4-lMapameTpoBe HanawTyBaHHA. 3
OD KOoXHOro 3paska 34uTaTy BiANOBIOHI KOHLEHTpaLUii aHTUTIN, BUPaXeHi
B Oa/mn.

10.3 NiHinHicTb

OGpaHi cupoBaTku TecTyBanucb 3 UMM Habopom i Byno BCTaHOBMEHO
NiHINHICTE  po3BefeHHA. TuM He MeHwe, 4Yepe3 HeoOHOPIgHICTb
XapakTepy IOACBKUX ayTOaHTWUTIN MOXYTb iCHyBaTW 3pasku, Lo He
nignsaralTs LbOMY Npasuny.

HopmanbHuii giana3oH CyMHiBHMI giana3oH Mo3uTnBHI pesynbTatn
<12 Og/mn 12-18 Op/mn >18 Oa/mn Ne ®dakrop BumipsHa OuikyBaHa BigHoBneHHs
3paska po3BefeHHA KOHLieHTpaLis KOHLeHTpauis (%)
Mpuknad cmaHdapmHoi kpueoi Oa/mn Oa/mn
Mu pekomeHayeMo napanernbHe MineTyBaHHSA KanibpaTopiB ANsi KOXHOro 1 1/100 82.1 86.2 95.2
aHaniay. 1/200 40.2 43.1 93.3
Kani6pamopu IgG OD 450/620 Hm CV % (Bapiayis) 1/400 23.3 21.6 107.9
0 Op/mn 0.028 31 1/800 113 108 104.6
3 0g/mn 0.132 1.6 2 1/100 144.0 142.0 101.4
10 Og/mn 0.281 13 1/200 75.8 71.0 106.8
30 Og/mn 0.642 14 1/400 37.7 355 106.2
100 Og/mn 1.391 0.3 1/800 16.2 17.8 91.0
300 Op/mn 2.389 0.1
Mpuknad po3paxyHKy 10.4 TouHicTb
Nauient [y6nikar (OD) CepegHe (OD) Pesynbtar (Oa/mn) [Ina BU3HAYEHHs1 TOYHOCTI aHanidy, MiHNMBICTb (BCepeaunHi i Mk cepisimm)
P 01 1.402/1.420 1.411 103.5 OLiHIOBanu LWUMSIXOM aHanisy oro BiATBOPIOBAHOCTI Ha TPbOX BifibpaHux
P02 0.637/0.615 0.627 29.2 3paskax CupoBaTkM, WO6 npeacTaBUTU Aiana3oH B MOPIBHSAHHI - 3i

3pasks Bulle 3HAYeHHS HaMBWLWOro Adiana3oHy KanibpaTtopa cnig
npeactaBnsat™M y Burnsgi > Max. BoHW noBuHHI GyTv po3BedeHi B Mipy
HeobXxigHOCTI | 3HOBY aHanioBaHi. 3paskuM HWkK4Ye 3Ha4yeHb AianasoHy
KanibpaTopa NoBWHHI ByTW NpeacTaBneHi y Burnsgi < Min.

[aHi, XxapakTepHi AN KOHKPETHOro fOTY, 3HAX04ATLCA B MIUCTI KOHTPOMO
sikocTi. MeamyHi nabopaTopii MoXyTb npoBoauTK cBit KoHTponb AkocTi
BVIKOPVCTOBYOUM BraCHi KOHTPONi i/abo BHYTPILLHIN Myn CMPOBATOK, SK Lie
nepen6ayeHo Hopmamu €C.

KoxHa nabopartopis NOBMHHA BCTAHOBWUTM CBOI MEXi HOpMarbHUX
3HauyeHb, I'PYHTYIOUUCb Ha BRacHWX MeTofaX, KOHTPOMsiX, obnagHaHHi i
nonynsAuii  nauieHTiB  y BIigNOBIOHOCTI 3i CBOIMWM BCTaHOBNEHUMMU
npouenypamu.

Y BMNagKy, KON 3Ha4YeHHS KOHTPOMIB He BiAMNOBIAaOTb KPUTEPIAM, TECT €
HeiCHUM | NOBMHEH ByTW NOBTOPEHUIA.

HacTynHi TexHiuHi gaHi NoBWHHI GyTW nepesipeHi: TEPMiH MpuAaTHOCTI
(npuroToBneHux) peareHTiB, yMOBW 30epiraHHsa, nineTkn, npunagu,
doToMeTp, YMOBM iHKyOaLjii i METOAM NPOMUBKN.

AKwo npoTecToBaHi 3pa3ku NOKasylTb 3HAYEHHS, K BIAXMNATLCA Big
BCTaHOBMeEHWX, abo KpuTepii nepeBipkn He BMKOHYIOTbCS 6e3 Baromux
npuynH, Byap nacka, 3BepHITbCA A0 BUPOOHMKa Yn nocTavanbHuKa TecT-
Habopy.

Ona skicHoi iHTepnpeTtauii 3uuMTaTM ONTUYHY wWinbHiCTb Cut-off
KanibpaTopa i 3paskiB nauieHTiB. [MopiBHATM OD naujeHta 3 OD Cut-off
KanibpaTopa. [ns sikicHoi iHTepnpeTauii M1 pekoMeHOyeEMO po3rnsaaaTtu
cvpoBaTkm B pAianas3oHi 20% HaBKOMO MOPOrOBOTO 3HAYEHHS, SK
0BO3HauHi. Bci 3pasku 3 6inbw BucokvM OD BBaxakTbCA MO3UTUBHUMMU,
3pasku 3 GinbLu HU3bkuMK OD BBaxarTbCst HEraTUBHUMMU.

HeratnBHun: OD nayienra < 0.8 X OD cytoff
CyMHiBHUIA: 0.8 X OD cytoff € OD nayienra < 1.2 X OD cyteoff
Mo3nTtuBHUM: OD qayienra > 1.2 X OD cyteoff

9 TexHiuvHi paHi

Marepian 3paska:
O6’em 3paska:

cvpoBaTka
10 mkn 3paska, possegeHoro 1:101 B 1x
6ydepi Ansa 3paskis

90 xBunuH npu 20-32 °C/68-89.6 °F

0-300 Oa/mn

1.0 Og/mn

3aranbHui Yac iHKybaLyji:
[iana3oH kanibpyBaHHs:
AHaniTV4Ha YyTnMBICTb:

30epiraHhs: npu TemnepaTtypi 2-8 °C/35-46 °F
BUKOPUCTOBYMTE TiNbKN OpUriHanbHi
dnakoHu

KinbkicTb BU3Ha4YeHb: 96 TecTiB

10 PoGoui xapakTepucTuku

10.1 AHaniTnyHa YyTnusicTb
TecTtyBaHHs Oydepa ans 3paskie 30 pasie 3 AESKULISA Histone-C gano
aHaniTnyHy Jytnueicts 1.0 Og/mn.

10.2 CneuundpivHicTb i YyTNUBICTb

MikponnaHLweT NOKPUTUA HATUBHUMW TIOACBKUMUK ricToHamu H1, H2A,
H2B, H3, H4. MNepexpecHoi peakTMBHOCTI 3 iHLWMMW ayTOaHTUreHaMu He
Oyrno BusiIBNEeHo. AHTWTINA NpoTu ricToHIB nNpucyTHi y 50% xBopux SLE,
nig yac aktneHux da3 SLE 3 we 6GinbLu Bucokoto yactoTtoto (80%).

CTaH4ApTHOIO KPUBOIO.

Intra-assay Inter-assay
Sample No. | Mean (Uiml) = CV (%) Sample No. | Mean (U/ml) | CV (%)
1 102.2 6.7 1 2082 87
2 449 37 2 155.6 79
3 44 04 3 452 76

10.5 Kani6pyBaHHs
Yepes BiACYTHICTb MiXXKHapOOHOIO eTanoHHOro kanibpyBaHHS Leln aHanis
BigkanibpoBaHuii B yMOBHUX ogunHuLsax (Oa/mn).
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