HABIP IOA

AnAa BUSHAYEHHA AHTUTIN AO
KOMIMOHEHTA Sm

3106, Aeskulisa Sm

Kam. Ne :3106 Memoduka eio 10-10-2013
Kinekicmo  :96 Bepcis 003
Bupo6Huk  : AESKU. Diagnostics,

(Himey4uHa)

OCHOBOI0 _Npu__NposedeHHi _aHasizy € opueiHan iHcmpykuil
aHenilicbkolo Moo, 8kadeHol 8 Habip. Homep i 0ama eepcii
opueiHaay ma nepeknady iHCmpykuii NO8UHHI cnienadamu.

1 NpusHayeHHA

AESKULISA Sm sBnse coboto TBeppodasHuii iMyHOPepMEeHTHWUIA aHanis 3
BUCOKOOUMILEHUM HATUBHUM aHTureHom Cmita (Sm) Big NOACBKUX
eyKapioTnuHux KnituH (Hela) pgnAa KinbKicHOro Ta AKICHOrO BM3HauYeHHA
QHTUTIN NPOTK SM B CMPOBaTLi KPOBI NtoANHN. AHTU-SM aHTWTINa Po3Mi3HalTb
cneundiyHi  KoHGOPMALiNHI  eniTonn  [OCTYMHI  TiNbKM Ha HaTVBHOMY
NIOACbKOMY Sm.

AHania € iHCTpymMeHTOM B pAudepeHUianbHili  aiarHocTmui
YepBOHOro BoB4aka (SLE).

CNCTeMHOro

2 KniHiuHe 3acTocyBaHHA i NpUHLMN aHanisy (Jus. opuziHan iHcmpykuii).

0.1% (KkOHCepBaHT)

Kor'torar, IgG 1x15mn CuHin CuHin Mictutb: AHTK-
imyHornobyninun
NIOANHN, KOH'IOroBaHi 3
NepoKCKAa30l XPOHY,
6U1Yaunin CMpoBaTKOBUI
anbbymiH (BCA)
Cyb6ctpat TMB 1x15mn YopHuin BeskonipHuin | CrabinizoBaHuii
TMB/H,0;
Cron Po3unH 1x15mn Binun BeskonipHuin | 1 M conaHoi Kncnotu
MikponnaHwet | 12x8- - - CMYXKM, AKi
NYHKOBUX BiJOKPEMIIOITbCA
CMY>KOK MoKpWTTA AUB. NYHKT 1

* Konip 36ibLyeTbCA 3 KOHLEHTpaLiE

HEOBXIAHI MATEPIAJIY, O HE MOCTAYAIOTbCA

MnaHweTHUit pigep 3 GinbTpom 450 HM i onuinHUM pedepeHTHUM dinbTpom 620 HM (600-
690 Hm). CknaHwi nocyn (unninap 100-1000 mn), npobipku AnA po3sefeHHA. BopTekc,
nineTku npeuusinyi (10, 100, 200, 500, 1000 mkn) abo perynboBaHa MynbTunineTka (100-
1000 mn). MikponnaHweTHuid MpucTpiii ana npomuBkm (300 MKN NOBTOPIOBaHHA  abo
6araTokaHanbHa nineTka abo aBToMaTM30BaHa cMcTeMa), afcopbytounin nanip.

Hawi TecTv npusHauyeHi ANA BUKOPUCTaHHA 3 OYMLLEHOW BOAOK BIAMOBIAHO A0
BU3HaueHHs Qapmakonei CLLUA (USP 26 - NF 21) Ta €Bponeiicbkoi Oapmakonei (Eur.Ph. 4-
e BuA).

Mpuxnyun mecmy

3pa3ku cupoBaTKK, po3baBneHi 1:101, iHKyOyloTb B MiKponnaHleTax 3
BHECEHHAM cneuniYHOro aHTUreHa. AHTUTING NaLi€HTa, AKLLO BOHW NPUCYTHI
B 3pa3Ky, 3B'A3YIOTbCA 3 aHTUreHom. Hess'szaHa ¢dpakuin BUMMBAETHCA Ha
HacTynHin cragil. MoTiM aHTW-NIOACHKI  iIMyHOrNoGYNiHM, KOH'lOroBaHi 3
nepoKcnpaso XpoHy (koH'torat), iHKyOyloTb i BigOyBa€eTbcs peakuia 3
KOMMNEKCOM aHTUreH-aHTUTINO B 3pa3kax B MikponnaHleTax. He3s'azaHui
KOH'IOraT BMMUBAETbCA Ha HacTynHin cTagii. JogaBaHHAa TMB cy6ctpaty
reHepye ¢bepmeHTaTVBHY KONIOPUMETPUYHY (CUHI Konip) peakuilo, AKa
3YNUHAETbCA PO3BEAEHO  KUCNOTOK (KOMip 3MIHIOETbCA Ha MOBTUN).
LBMAKICTb YTBOPEHHA KOMbOpy Bif XpoMoreHy € OYHKLUi€ KinbKoCTi
KOH'loraTy, MOB'A3aHOr0 3 KOMMIEKCOM aHTVUreH-aHTUTINO, | BOHa nporopLiHa
NoYaTKOBIN KOHLEHTpaLii BifNOBiAHNX @aHTUTIN Yy 3pa3Ky nauieHTa.

3 KomnnekT nocraBku

MAIKOTb BYTU BIJHOBJIEHI

KoMmnoHeHT Kin-tb Konip Konip Onuc/BmicT

KoBMayka PO34nHy

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

(KOHCepBaHT)

Bydep ans
3pa3skis (5x)

MpomueHMn 1x20mn Binun 3eneHnin

Gydep (50x)

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

roToBI O BUKOPUCTAHHA

KomnoHeHT Kinbkictb Konip Konip Onuc/BmicT

KoBMayka PO34nHy

HeratusHuin 1x1.5mn

KoHTponb

3eneHnin BeskonipHuin | Jliopcbka cupoBaTtka
(po3BepeHa), bruuaunii
CUPOBATKOBUI aNnbOyMmiH
(BCA), a3up HaTpito <

0.1% (KkoHcepBaHT)

Mo3nTtnBHUI 1x1.5mn MKosTtnin

KoHTponb

YepBoHuit JloacbKka cmpoBaTka
(po3BepeHa), buyaumin
CUPOBATKOBUIA anbbymiH
(BCA), a3up HaTpito <

0.1% (KOHCepBaHT)

Kani6patop 1x1.5mn CuHin KosTuin

Cut-off

JloacbKka cpoBaTka
(po3BepeHa), buuaumn
CUPOBATKOBUIA anbbymiH
(BCA), a3up HaTpito <
0.1% (KkoHcepBaHT)

Kani6patopu 6x1.5mn | Binun Kostuin* KoHueHTpaLis KoXXHoro
kanibpartopa: 0, 3, 10, 30,
100, 300 Og/mn.
JioacbKa cnpoBaTka
(po3BepeHa), bruuaunii
CUPOBATKOBUIA anbbymiH

(BCA), a3ug HaTpito <

4 36epiraHHA Ta TepMiH NpUAATHOCTI

36epiratn BCi peareHTn i MikponnaHweT npu Temnepatypi 2-8 °C/35-46 °F, B
opuriHanbHin ynakoBui. [0TOBI, BigHOBMEHi Po3unHK cTabinbHi npoTarom 1
micaua npu Temnepatypi 2-8 °C/35-46 °F, Ak MiHimym. PeareHTn i
MikponnaHweT MNOBWHHI BWKOPUCTOBYBATUCA TiflbKM B MeXax TepMiHy
NPWAATHOCTI, 3a3HAYEHOrO Ha KOXHOMY KOMMOHEHTI. YHUKaWTe iHTEHCUBHOTO
BNAVBY CBiTna Ha TMB po3uuH. 36epiraite MikponnaHLWweTn B Npr3HayeHil
ANnA uboro ¢onb3i, B TOMy Ui 3 OCyLLyBayeM, i WinbHO 3aKpuBanTe.

5 besneKka BUKOPUCTaHHA

5.1 He6e3neka gns 340poB'a

Leti npodykm npusHaveHuti mineku )19 JIATHOCTUKU IN VITRO. Takum
UMHOM, TifIbKM MepCcoHasn, HaBYeHUI i cneuianbHO iHGOPMOBaHMI  WOAO
METOZIB AiarHOCTMKM B NpobipLi, MOXXe NPOBOAWTY aHani3. Xoua Lel npoayKT
He BBAXKAETbCA OCOONAMBO TOKCMYHMM abo HebesneyHum B YMOBax
HOPManbHOro BUKOPWCTaHHSA, MPUTPUMYATECb HACTYMHUX 3axXoAdiB  And
MaKCUManbHoi 6e3neku:

PexkomeHOauyii ma 3axoou 6e3neku

Lleit KOMNNeKT MiCTUTb NMOTEHUiINHO Hebe3neyHi KOMMOHEHTN. XO4a peareHTn
He KnacndikoBaHi AK MOAPA3HUK ANA OYel i LWKipW, MU PeKOMEeHAYEMO
YHUKHYTV KOHTaKTY 3 O4MMa Ta LKiPOIo i HOCUTN OAHOPA30Bi PyKaBUUKN.

YBATA! Kanibpatopu, KoHTponi Ta bydepu mictate asug Hatpito (NaNs) sk
KoHcepBaHT. NaN3 moxke 6yT TOKCUYHUM, AKLIO MOro NPOKOBTHYTK abo npu
nonafaHHi Ha wkipy i oui. NaNs; moxe pearysatu 3i cBuHUeM i miggto i
bopmyBaTn BUOYyXOHebe3MneuHi as3man MmeTaniB. [pu 3HULEHH, 3MUTU 3
BE/MKOIO KiNbKiCTIO BOAU, W06 3anobirtv HakonunyeHHio asugis. byab nacka,
3BEpHITbCA A0 Npouenyp Ae3akTueauii, Ak Le BuknageHo CDC abo go iHwmx
MicLieBNX/HaLiOHANbHUX KePIBHUX MPUHLMMIB.

He nanitb, He iXTe i He NuiiTe nig yac po6oTn 3 Habopom. He ninetyBaTu
poTom.

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

KomnnekT MicTUTb MmaTepian TBapWUHHOTrO MOXOMXKEHHSA, AK 3a3HayeHo B
Tabnuui 3micTy, NOBOAMTUCH BiAMOBIAHO A0 HaLiOHANbHUX BUMOT.

5.2 3aranbHi 3ayBa)KeHHA WOA0 BUKOPUCTAHHA

Y pasi, Akwo iHdopmauia Npo NpoAyKT, B TOMy UMUC/Ii MapKyBaHHA, €
cnoTBopeHoto abo HenpasubHO, 6yAb Nacka, 3BEPHITbCA A0 BUPOBHMKa Um
nocravasnbHuKa TecT-Habopy.

He 3miwyinTe i He 3amiHIoNTe peareHTV abo MikponnaHLueTu 3 pisHux noTis. Lle
MOXe NPMBECTU O 3MiH B pe3ysibTaTax.

MpriBecTn BCi KOMMOHEHTV AO KiMHaTHOI Temnepatypu (20-32 °C/68-89.6 °F)
nepes  BMKOPUCTaHHAM, fJobpe  nepemiwaty i  BOTPMMYyBaTUCb
peKkoMeHA0BaHOT iHKy6aLinHOT cxemun A1t ONTYMaNIbHOrO BUKOHAHHSA TecTy.
IHKy6auia: Mn pekomeHpyemo nposoputu Tect npu 30 °C/86 °F gna
aBTOMaTM30BaHMX CUCTEM.

Hikonn He nigpaBaiiTe KOMMOHeHTU 6iNbll BWCOKIN TemnepaTtypi, HiX 37
°C/98.6 °F.




3aBXAM MNPOBOAWTU MINETYBaHHA pPO3UMHY Cy6CTpaTy TifibKU 3 HOBUMMU
HaKOHeYHVKaMW. 3axuwWwaTtn Len peareHT Bif csiTna. Hikonu He ninetysatn
KOH'IOraT 3 HakOHEYHMKaMK, AKi BUKOPWUCTOBYBaNNCh 3 iHLWMMW peareHTamu
[10 UbOro.

MeBHWIA KNiHiYHWII giarHO3 He NOBUHEH IPYHTYBaTUCA Ha pesynbTaTax
TiNbKN NpoBepAeHOro TecTy, ane Mae GyTu 3pobneHuii nikapem nicns
OLiHKM BCiX KNiHiYHNX Ta nabopaTopHUX AodtigKeHb. [liarHo3 NOBUHEH
6yTI nepeBipeHUN 3 BUKOPUCTaHHAM Pi3HNX METOAIB AiarHOCTUKN.

6 Big6ip npo6, BukopuncraHHa Ta 36epiraHHa

BukopucToByTe nepeBaxHO 3ibpaHi HelwofaBHO 3pasky cupoBaTku. 3abip
KPOBi MNOBMHEH NPOBOAMTUCHL BIANOBIAHO [0 AepXaBHMX BuMMOr. He
BMKOPWCTOBYWTE iKTEPUYHi, ninemiuHi, remonizoBaHi abo 6akTepianbHO
3abpyAHeHi 3pa3ku. CupoBaTKa 3 YaCTMHKamy MOBMHHa OyTn ounweHa
LeHTpUdYryBaHHAM 3 H3bKOIO WBKUAKICTIO (<1000 X g). 3pa3ku KpoBi NOBUHHI
6yTK 3ibpaHi B UnCTi, Cyxi i NOPOXKHI NPObipKN.

Micna cenapauii, 3pa3kM CUpoBaTKM CNif BUKOPUCTOBYBATW Ha MpoOTA3i
nepLuKx 8 roanH, 36epiraTy WinbHO 3aKpPUTUMK NpU TemnepaTtypi 2-8 °C/35-46
°F po 48 roanH abo 3amopoxeHumu npu -20 °C/-4 °F pna Ginbw TpuBanux
nepiogis.

7 Npouepypa aHanisy

7.1 NigroroBui 3axoau nepeg NoyaTKom po6oTu

Po3BecTu KOHLEHTPOBaHI peareHTu:

Po3Bectu koHUeHTpoBaHuii bydep ana 3paskis 1:5 ANCTUNBOBAHO BOAOKD
(Hanpwuknag, 20 mn natoc 80 mn).

Po3Bectn KoHueHTpoBaHuii MpomuBHUiA Bydep 1:50 AUCTUNBOBAHO BOAOKD
(Hanpuknag, 20 mn natoc 980 mn).

LWo6 YHWKHYTM MNOMUAOK MW MPOMOHYEMO MO3HAUYUTM KOBMAYKM PIi3HMX
KanibpaTtopis.

3pasku:

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

Hanpuknag, 1000 mkn 6ydpepa ana 3paskis (1x) + 10 mkn cupoaTtku. lobpe
nepemiwarm!

MpomuBaHHA:

MNigrotysatn 20 mn po3BegeHoro npommeHoro 6ydepa (1x) Ha 8 nyHok abo 200
M Ha 96 NYHOK, Hanpuknag, 4 Ma KoHUeHTpaTty nnoc 196 mn AUCTUAbOBAHOI
BOAN.

ABTOMaTM30BaHe NPOMMBaHHA:
BpaxyBaTv HapAuWKoOBI ob6cAryM, HeobXiAgHi ANA HanawTyBaHHA npwnagy, i
MepTBi 06CArM ANA aBTOMaTU30BaHOro MNineTyBaHHS.

PyyHe npomunBaHHA:

Buganutun pignHun 3 nyHOK nepekupjaHHAM nnaHweTa. [ocTykatv pamkoto 3
MIKpOJTlyHKaMUu eHepriiHo Ha unctuidi agcopbyrounii nanip. Buectn 300 mkn
po3BefeHoOro MpPoMMBHOIO Oydepa B KOXKHY JIyHKy, noyekatn 20 cekyHA.
MoBTOPWTU BCIO NpOLIEAYpPY Lie ABa pasu.

MikponnaHweTtn:

Po3paxyiiTe KinbKicTb nyHOK, HeOOXiAHUX ANnA aHanisy. Buganutu 3aisi nyHku 3
pamKy, MoMmicTUTM B nakeT i 36epiraTm pasom 3 ocyllyBauyeMm, LWiNbHO
3aKkpuTmm (2-8 °C/35-46 °F).

7.2 Cxema lMineTyBaHHA
Mw nponoHyemo nineTyBaTu KanibpaTopu, KOHTPOJ i 3pa3Ku TaknM YMHOM:

[na KIIbKICHOI intepnpeTaui [ns AKICHOI inTepnpeTauii
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CalA: kanibpatop  CalD: kanibpatop PC: no3ntusHuiA
A D KOHTPOSb
CalB: kanibpatop CalE: kanibpaTop NC: HeraTuBHMI

P1: nauieHt 1
P2: nauieHT 2
P3: mauieHT 3

B E KOHTPOSb
CalC: kanibpaTtop CalF: kanibpaTop CC: cut-off
C F Kanibpatop

7.3 NpoBepeHHA TeCTyBaHHA

Kpok | Onuc
1. MNepeKkoHalnTecs, Wo NiAroToBKa BiAMoBIAHO J0 NYHKTY 7.1 BuLe 6yna
npoBefieHa nepef ninetyBaHHAM.
2. BukopucToByite HacTynHi KPOKW [ANA OTPMMaHHA HeoOXigHUX

KinbKiCHWNX/AKICHUX pe3ynbTaTiB:

KOHTPOIJII | 3PA3KMN

3. BHecTu B 3a3HaueHi nyHKM, K onucaHo B po3gini 7.2
Buwe, 100 MK KOXHOro:
Kani6patopis (CAL.A go CALF) ana KUIbKICHOI

a.
abo
b. Cut-off kanibpatopa (CC) ana AKICHOI
u iHTepnpeTauiii 100 MK KO>KHOrO 3 HAaCTYMNHKX:
HeratueBHoro KOHTpOS0 (NC) i
MNo3wnTneHoro koHtponto (PC), i

. Po3BefeHoi cnpoBatku nauieHta (P1, P2 ...)

+100 pl .

IHky6yBaTn npotarom 30 xBuanH npwu 20-32 °C/68-
89.6 °F.

5. [washs]

3x 300yl

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

KOH'IOTAT

BHect 100 MKN KOH'lOraTy B KOXHY NyHKY.

IHKy6yBaTn npotArom 30 xBuAMH npwn 20-32 °C/68-
89.6 °F.

Mpomuti 3 pasm 3 300 MKN MPOMUBHOrO
6ydepa (po3seneHunin 1:50).

é\hj

CYBCTPAT

BHectn 100 mkn TMB cy6cTpaTy B KOXKHY JTYHKY.

IHKy6yBaTW npotArom 30 xBUAMH npu 20-32 °C/68-
\ 89.6 °F, 3axuLyeHun Bif iHTEHCMBHOTO CBIiTNa.

CTOMN PO34KH
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. PeTesibHO CTPYLLYBaTW NNACTUHY NPOTArOM 5 Cek.

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

14. 0D,; OD::ﬂf

450/620 nm

8 KinbkicHa Ta flkicHa IHTepnpertauin

[na kinbKicHoOi iHTepnpeTauii nobyaysaTy CTaHAAPTHY KpWBY, BiAKNasLIM
ONTNYHY WinbHicTb (OD) KoXxXHOro Kani6patopa (Bicb ¥Y) Mo BifgHOLWEHHIO
[0 BiANOBIAHMX 3HayeHb KOHUeHTpauii B Oa/mn (Bicb X). ina pocArHeHHA
HalKpalLyx pe3ynbTaTiB M1 PeKOMeHAYEMO BUKopucTaHHsA log/lin koopauHat




Ta 4-NMapameTpose HanawTyBaHHA. 3 OD KOXHOro 3paska 3untaTi BignosigHi
KOHLeHTpaLii aHTUTiN, BUpaxeHi B Og/mn.

HopmanbHuii CyMHiBHMIA Aiana3oH MosuTtneHi
AianasoH pesynbratun
<120a/mn 12-18 Oa/mn > 18 Op/mn

lMpuknad cmandapmHoi Kpusoi
He BuKopucroByBaTu uel npuknag AnA iHTepnpetauii pesynbTaTiB

CNPAMOBaHi Ha Sm-aHTUreH, xapakTepHi anAa SLE. [liarHocTnyHa uyTamnsictb Sm
AHTUTIN KONUBAETbCA B Mexax 10-30%.

10.3 JliHiliHicTb

O6paHi cupoBaTKM TecTyBanucb 3 UMM Habopom i 6yno BCTaHOBIEHO
NiHINHICTb po3BefeHHA. TUM He MeHLUe, Yepe3 HeOAQHOPIAHICTb XapaKkTepy
NIOACbKMX ayTOAHTUTIN MOXYTb iCHyBaTV 3pasKu, WO He MignAralTb LboMy
npasuny.

nauienTis! Ne ®dakTop KO?{T.I,::I’:’;:ZM Koc:::::;::in BigHoBneHHs
Kanipamopu IgG 0D 450/620 um CV % (Bapiauis) 3paska posBefieHHA | (cniBBigHOWeEHHA | (cniBBiAHOWEHHA (%)
00a/mn 0.015 1.2 oD) oD)
30a/mn 0.138 0.1 1 1/100 33.7 34.0 99.0
10 Op/mn 0.327 1.7 1/200 16.5 17.0 97.1
30 0g/mn 0.651 23 1/400 7.8 8.5 91.8
100 On/mn 1.264 29 - ]; ?gg 6‘;18 641.36 Zg?
300 Og/mn 2.081 1.4 17200 285 308 925
Ipuknad pospaxyrxy 1/400 146 154 94.8
MauieHT Ay6nikar (OD) CepepHe (OD) Pesynbrart 1/800 6.9 77 90.0
(Oa/mn)
P01 0.594/0.598 0.596 26.6 10.4 TouHicTb
P02 0.878/0.854 0.866 49.3 [na BM3HAUeHHA TOUYHOCTI aHanisy, MiHAMBICTL (BCcepeduHi i MK cepiamu)
OLjiHIOBaNM LUAAXOM aHanisy Moro BiATBOPIOBAHOCTI Ha TPbOX BifibpaHMXx
3pa3ky  BulEe 3HAUYEHHA HalBMLWOro pAianasoHy Kanibpatopa cnig 3paskax CpoBaTKY, LWob NpeacTaBUTK fiana3oH B MOPIBHAHHI 3i CTaHAAPTHO

npeactasnAT™A y Burnagi > Max. BoHu noBuHHI 6yTn po3sepeHi B Mipy
HeoOXigHOCTI | 3HOBY aHani3oBaHi. 3pa3KM HMKYe 3HauyeHb [iana3oHy
KanibpaTtopa noBuHHI 6yTn NpeacTaBneHi y BurnsAgi < Min.

[aHi, XapakTepHi AnA KOHKPETHOro NOTYy, 3HaXoAATbCA B JNNCTI KOHTPOSO
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 3HaueHb,
IPYHTYIOUMCb Ha BNacHMX MeTofax, KOHTPOnAX, obnagHaHHi i nmonynauii
naui€eHTiB y BiANOBIAHOCTI 3i CBOIMU BCTAHOBIEHNMM NpoLiefypamu.

Y BuNaaKy, KONM 3HauyeHHA KOHTPOJIB He BiANOBIAalOTb KpUTepiaMm, TecT €
HeficCHUM | TOBUHEH GYTY MOBTOPEHUIA.

HactynHi TexHiuHi AaHi NOBWMHHI OyTM nepeBipeHi: TepMiH MPUAATHOCTI
(NprroToBneHNx) peareHTiB, yMoBU 36epiraHHaA, NineTku, npunaau, poTomeTp,
YMOBW iHKy6aUii i MEeToan NPOMMBKU.

AKWO npoTecToBaHi 3pa3ku MOKasylTb 3HAYeHHA, AKi BiAXMNATbCA Bif
BCTAHOBNEHKX, abo KpuTepii MepeBipkM He BUKOHYIOTbCA 6e3 Barommx
npuunH, 6yAb nacka, 3BepHITbCA [O BMPOOHMKA UM NocCTavyanbHUKa TecT-
Habopy.

[ins AKicHOT iHTepnpeTawii 3uMTaTn oNTNYHY WinbHicTb Cut-off KanibpaTopa i
3pa3kKiB nauieHTiB. MopiBHATM OD nauieHta 3 OD Cut-off kanibpatopa. [ns
AKICHOI iHTepnpeTaLii M1 peKoMeHAYEMO po3rnafat CMpOBaTKM B Aiana3oHi
20% HaBKO/IO MOPOroBOro 3HauyeHHs, fK ABO3HAuHi. Bci 3pasku 3 6inblu
BUCOKMM OD BBaXaloTbCA MO3UTMBHUMM, 3pa3ku 3 6inbl Hu3bKumu OD
BBaXalOTbCA HEraTUBHUMM.

HeraTtusHmia: OD nauienra < 0.8 X OD cut-off
CyMHiBHMIA: 0.8 X OD cut-off < OD nayjenra < 1.2 X OD cut-off
Mo3nTnsHMIA: OD naienra > 1.2 X OD cut-off

9 TexHiuHi gaHi

Matepian 3pa3ska:
0O6'em 3paskKa:

cnpoBatka

10 mKn 3pa3ska, po3segeHoro 1:101 B 1x
6ydepi ansa 3paskis
3aranbHuni Yac iHKybauii: 90 xBunuH npwu 20-32 °C/68-89.6 °F
[liana3oH KanibpysaHHs: 0-300 Og/mn
AHaniTMyHa 4yTAMBiCTb: 1.0 Oa/mn

36epiraHHs: npwv Temnepartypi 2-8 °C/35-46 °F
BMKOPUCTOBYNTE TiNbKN OPUriHaNbHI
¢dnakoHmn

KinbKicTb BU3HauYeHb: 96 TecTiB

10 Po6oui xapaKTepncTukm

10.1 AHaniTnyHa YyTnusictb
TectyBaHHA 6ydepa ana 3paskis 30 pasiB Ha AESKULISA Sm pano aHanitTuuHy
yytnmeictb 1.0 Oa/mn.

10.2 CneuyudiuHicTb i yyTAUBICTD
MikponnaHweT NOKPUTI BUCOKOOUMLLEHUM HATUBHUM NIOACBKMAM  Sm.
MNepexpecHoi peakTUBHOCTI 3 iHWKMMW aHTUreHamy He BUABNEHO. AHTUTING,

KpuBoIo.

Intra-assay Inter-assay
Sample No. | Mean (U/ml) = CV (%) Sample No. | Mean (Uiml) | CV (%)
1 64.2 46 1 504 33
2 415 33 2 206 23
3 204 1.9 3 127 14

10.5 Kani6pyBaHHsA

AESKULISA Sm KanibpyeTbcs NpoTh KOHTPONbHKX cupoBatok Big CDC (LeHTp
no KoHTponio i npodinakTuyi 3axBopioBaHb) ATnaHTa. Pe3synbTatnt
BMpaxatotbca B Oa/mn.

MosicHeHHA cuMBoONiB, WO BUKOPUCTOBYHOTbCA Ha MapKyBaHHi:

MegunuHuiA BUpi6 ana fiarHOCTWKM in vitro

Katanorosuii Homep
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BupobHuk

CO-CAL Kani6patop Cut-off
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