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

1 MNpu3HaveHHs

AESKULISA HiT Il € TBepgodasHum imyHopepMeHTHUM aHanisom Ans
KINbKICHOTO Ta SKiCHOro Bu3HaveHHs |gG aHTuTin, K BUKNMKaOTb
renapuH-iHgykoBaHy TpombouuToneHito Tuny .

2 KniHiyHe 3acTocyBaHHA i
iHCcmpykuii).

npuHuMn aHanisy (Hue. opuziHan

C1pOBaTKOBUIA anbOyMmiH
(BCA), asug Hatpito <
0.1% (koHcepBaHT)

Mictutb: AHTH-
iMyHOroGyNiHM NtoMHN,
KOH'toroBaHi 3
NepPOKCAA30H0 XPOHY,
Buyaumit cupoBaTKoBUiA
ansbymiH (BCA)

KoH'torat, IgG | 1x15mn | CuHin CuHint

Cybetpart 1x15mn | YopHuit BeskonipHuit | CrabinisoBaHuit
T™MB TMB/H202

Cron Po3uunH 1x15mn | Binun beskoniphuin | 1 M consiHOT KUCNOTH
MikponnaHwer | 12 x 8- - - CMyxKm, sIKi
TYHKOBMX BiJOKPEMITIOIOTHCS
CMYXOK MoKpUTTA AMB. NyHKT 1

* Konip 36inbluyeTbcs 3 KOHLEHTpaLlieto

HEOBGXI4HI MATEPIAJIN, LLJO HE TOCTAYAKOTbLCs

lMnaHweTHWA pigep 3 GinbTpom 450 HM i onuiiHUM pedepeHTHUM (inbTpom 620 HM
(600-690 Hm). CknsiHui nocyn (umniHgp 100-1000 mn), npobipku ANst poO3BELEHHS.
Boptekc, ninetkm npeumsivki (10, 100, 200, 500, 1000 mkn) abo perynboBaHa
mynbTuninetka (100-1000 mn). MikponnaHweTtHuiA Mpuctpiit Ans npomuski (300 mkn
noBTOpIOBaHHS ~ abo GaraTokaHanbHa nineTka abo aBTOMaTU30BaHa cucTema),
ancopbytouuit nanip.

Hawi Tect npusHayeHi NS BUKOPUCTAHHA 3 OYWLIEHOIO BOAOK BIAMOBIAHO A0
Bu3HaueHHs Papmakonei CLLA (USP 26 — NF 21) Ta €sponeiicskoi ®apmakonei (Eur.Ph.
4-e BuA).

lMpuHyun mecmy

3pasku cupoBaTtku, po3basneHi 1:101, iHkyOyoTb B MikponnaHwieTax 3
BHECEHHAM CneumdiyHOro aHTureHy. AHTUTING nauieHTa, SKLWO BOHM
NPUCYTHI B 3pasKy, 3B'A3yl0TbCS 3 aHTureHoM. Hess'asaHa dpakuis
BMMMBAETLCS Ha HACTYMHIN cTagii. MoTiM aHTu-noackki iMyHOrnobyniHu,
KOH'IOroBaHi 3 NepoKcnaasoko XpPoHy (KOH'loraT), iHKyOytoTb i BioOyBaeTbCs
peakuis 3 KOMMMEKCOM aHTUreH-aHTUTINO B 3pa3kax B MiKponnaHLieTax.
Hes3B'a3aHui KkoH'toraT BMMMBAETLCS Ha HacCTynHiv ctagii. JoaaBaHHS
TMB cybcTpaty reHepye hepMeHTaTMBHY KONIOPUMETPUYHY (CUHIN Komip)
peakLito, sika 3yN1HSIETLCS PO3BEAEHOD KUCMOTOLO (KOMip 3MIHIOETLCSA Ha
xoBTuUin). LLBUAKICTE YTBOPEHHSI KOMbOPY Bif, XPOMOreHy € (YyHKLie
KiNTbKOCTi KOH'loraty, NoB'a3aHoro 3 KOMMIEKCOM aHTUIEH-aHTUTINO, | BOHA
NponopLiiHa MNO4YaTKOBIN KOHLUEHTpaLii BiAMOBIAHWMX aHTUTIN y 3pasky
nauieHTa.

3 KomnnekT noctaBku

MAKTb BYTH BIJHOBJIEHI
KomnoHeHT Kinbkicts | Konip Konip Onuc/amict
KoBnayka PO34UHY

Bydep ans 1x20 Binuit YosTuit 5 X KOHLEHTPOBaHWN

3paskiB (5x) Mn Tpic, NaCl, BSA, asug
Hatpito < 0.1%
(koHCEepBaHT)

MpoMUBHUIA 1x20 Binuit 3eneHuit 50 X KOHLEHTPOBaHWI

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

roToBI 4O BUKOPUCTAHHA
KomnoHeHT Kinbkicts | Konip Konip Onuc/amict
KoBnayka PO34UHY

HeratusHuit 1x15 3eneHuit Beskoniphuit | Jlioacbka cupoBaTka

KoHTponb Mn (po3BeneHa), bryaumit
CMPOBAaTKOBUIA anbOyMiH
(BCA), a3ug HaTpito <
0.1% (koHcepBaHT)

[MoauTnBHUA 1x15 YepBoHui | XKosTun Jlioacbka cuposaTka

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

Kani6patop 1x15 CuHin YosTuit Jlioacbka cupoBaTka

Cut-off Mn (po3BepneHa), bryaumii
CMpOBAaTKOBUIA anbbyMmiH
(BCA), a3ug Harpito <
0.1% (koHcepBaHT)

KanibpaTopu 6x15 Binuit YosTuir* KoHLeHTpaLjist KOXHOro

Mn kanibpatopa: 0, 3, 10, 30,

100, 300 On/mn.
Tioackbka cuposatka
(po3BeneHa), bruyaumit

4 36epiraHHA Ta TepMiH npuaaTHOCTI

36epiratu Bci peareHTn i MikponnaHweT npu TemnepaTypi 2-8 °C/35-46
°F, B opwuriHanbHiii ynakoBui. [0OTOBi, BiAHOBNEHi PoO34nMHWU CTabINbHi
npotarom 1 micaus npu Temnepatypi 2-8 °C/35-46 °F, sk MiHIMyMm.
PeareHTtu i MikponnaHLwieT NOBMHHI BUKOPUCTOBYBATUCS TiNbKN B MeXax
TEpMiHy NpuAATHOCTI, 3a3HAYEHOr0 Ha KOXXHOMY KOMMOHEHTI. YHuKante
iHTeHcMBHOro  BnnuBY  cBiTna Ha TMB  posuuH.  36epirante
MikponnaHweTn B MNpu3HayeHin Ans uporo ¢onb3i, B TOMY 4uchi 3
ocyllyBayeM, i WinbHO 3akpusauTe.

5 Be3aneka BUKOPUCTaHHA

5.1 HeGe3neka ans 3gopoB's

LUEA NPOAOYKT MPU3HAYEHUN TINbKU ONA OIATHOCTUKU IN
VITRO. Takum YMHOM, TifbKUM MNepcoHarn, HaBYeHWW | cneuianbHO
iHbOpMOBaHWIA LLOAO METOAIB AiarHOCTUKM B NPoBipLi, MOXe NpoBOAUTH
aHanis. Xoya Uel NpoayKT He BBaXaeTbCsi OCOBNMBO TOKCUYHUM abo
Hebe3nevyHnM B yMOBax HOpPManbHOrO BUKOPUCTaHHS, MPUTPUMYMTECH
HACTYMHWX 3aX0OAIB A4S MakcumarbHOoI 6e3neku:

PekomeHOauii ma 3axodu 6e3neku

Llem komnnekt MiCTUTb MOTEHLUiNHO Hebe3neyHi kommoHeHTW. Xouva
peareHTU He KnacudikoBaHi SK MOAPA3HUK AnA O4er | LWKipu, Mu
PEKOMEHAYEMO YHUKHYTW KOHTaKTy 3 O4uMMa Ta LUKIpOH i HOCWUTK
0[HOPAa30Bi PyKaBUYKM.

YBAIA! Kani6patopu, KoHTponi Ta Bydepu mictsate asug HaTpito (NaN3)
sk koHcepBaHT. NaN; Moxe OyTv TOKCUYHUM, SKLO MAOro MPOKOBTHYTU
abo npu nonapaHHi Ha wkipy i ovi. NaN; Moxe pearyBaTu 3i CBUHLEM i
migato i hopmyBaTu BMOYxoHebe3neuHi asuan metanis. Mpy 3HWLLEHHI,
3MUTK 3 BENMKOK KiNbKIiCTIO BOAM, W06 3anobirtn HaKonuYeHHIo asugis.
Byab nacka, 3BepHiTbCA OO0 mMpoueayp Ae3akTuBalii, SK Le BUKNageHo
CDC abo [0 iHWmMx MicueBUx/HaLioHaNbHUX KEPIBHUX MPUHLMMIB.

He nanitb, He ixTe i He nuiTe nig 4yac po6oTn 3 Habopom. He
nineTyBaTu poTom.

Becb BuxigHui nioacbkuii MaTtepian, WO BUKOPUCTOBYETLCHA ANA ASKMX
peareHTiB LbOro Habopy (KOHTpomi, cTaHgapTv, Hanpukrnag) 60ys
NpoTEeCTOBaHWI CxBaneHMMn meTogamu, i 6yB HeratwuBHum o HbsAg,
renatuty C Tta BIJ1 1. lNpoTe, xoOeH TecT He MoOXe rapaHTyBaTu
BiOCYTHICTb BIPYCHMX areHTiB Yy Takux MaTtepianax MOBHICTIO. Takum
YMHOM, MOBOAMUTUCH 3 KOHTPOSSIMW, CTaHZApTaMu i 3paskamy NalieHTiB
AIK 3 NOTEHUIHUM [HKepenoM iHEKLIMHNX 3aXBOPOBAHb i BiAMOBIAHO 4O
HauioHanbHUX BUMOT.

KoMnnekT micTUTb MaTtepian TBapMHHOIO MOXOPKEHHS, SIK 3a3HA4YeHO B
Tabnuui 3micTy, NOBOAUTUCDH BigMNOBIAHO [0 HALOHANbHUX BUMOT.

5.2 3aranbHi 3ayBaXeHHS WOA0 BUKOPUCTaHHSA

Y pasi, sKwo iHdopmauis npo NpodyKT, B TOMY YMUCIi MapKyBaHHS, €
cnoTBopeHolo abo HenpaswunbHow, OyAp nacka, 3BepHiTbCA A0
BMPOBHMKa Yn NnocTayanbHuka TecT-Habopy.

He 3miwyvite i He 3amiHlonTe peareHTUM abo MikponnaHweTn 3 pisHKX
nortis. Lle Moxe npmBecTn A0 3MiH B pe3ynbTaTax.

[MpuBecTn BCi KOMMOHEHTW A0 KiMHATHOI Temnepatypu (20-32 °C/68-89.6
°F) nepen BWKOpUCTaHHAM, Jdobpe nepemiwaTtv i [OTPMMYBaTUCh




pekoMeHAoBaHoi iHKybaUinHOi cxeMu ONnsi ONTUManbHOrO BUKOHaHHA
TecTy.

IHky6auis: Mu pekomeHgyemo npoBoauTu Tect npu 30 °C/86 °F ansa
aBTOMaTU30BaHMX CUCTEM.

Hikonu He nippaBaiiTe KOMNOHEHTU GinblL BUCOKiA TeMnepaTypi, Hix 37
°C/98.6 °F.

3aBxan NpoBOAWUTU MINETyBaHHA PO34MHY cybcTpaTy Tinbku 3 HOBUMMW
HakoHeYyHMKamun. 3axuwaTtn uen peareHT Big cBiTna. Hikonn He
nineTyBaTy KoH’loraT 3 HaKOHEYHWKamu, siKi BUKOPUCTOBYBanuCb 3
iHWMMK peareHTamm [0 LbOoro.

MeBHMA KNiHIYHUA pgiarHO3 He TMNOBUHEH [PYHTyBaTUCA Ha
pe3ynbTaTax TiflbKW NpoBeAeHOro TecTy, ane Mae 6yTn 3pobneHuin
nikapem nicns ouiHKM BCiX KNiHIYHUX Ta NabopaTOpHMUX [OCTIiAXKEHb.
[iarHo3 noBuHeH OyTU nepeBipeHMM 3 BUKOPUCTAHHAM Pi3HUX
MEeTOAIB AiarHOCTUKM.

6 Bin6ip npo6, BukopucrtaHHs Ta 36epiraHHs

BukopucToByiiTe nepeBaxHO 3pa3kuM cupoBaTkv abo LMTpaTHi 3pasku
nnasmu HegasHo 3ibpaHi 3 3.2%, abo Ha 3.8% uuTpaTy HaTpitlo B AKOCTI
aHTuKoarynsiHty. 3abip KpoBi MOBMHEH MPOBOAMTUCH BIANOBIAHO A0
OepXaBHUX BUMOr. He  BMKOPWUCTOBYWTE  iKTEPUYHI,  ninemiyHi,
remonizoBaHi abo 6GakTepianbHO 3abpyaHeHi 3pas3ku. 3pas3ku  KpoBi
NOBUHHI ByTun 3ibpaHi B 4mncTi, cyxi i nopoxHi npobipku. Micnsa cenapadii,
3pas3ku CUpOBATKM Chif BMKOPUCTOBYBATWM HeramHo, 36epirat LUinbHO
3akpuTUMKM npu  Temnepatypi 2-8 °C/35-46 °F po 8 roguH abo
3amopoxxeHuMm npu -20 °C/-4 °F gns GinbLlu TpMBanux nepiogis.

He BuKopucTOoBYBaTH 3pa3ku 3 renapMHOM B SIKOCTi aHTUKoarynsiHTa
B LibOMY aHanisi!

7 Mpoueaypa aHanisy

7.1 NigroToBYi 3axoaun nepen NO4aTKOM pob6oTun

Po3BecTu KOHLEHTPOBaHI peareHTu:

PosBectn koHueHTpoBaHui Oydbep ansa 3paskis 1:5 guctunbosaHoo
BoAow (Hanpuknag, 20 mn nntoc 80 mn).

PosBectn koHueHTpoBaHui [NpomuBHuii Bycep 1:50 AucTunboBaHo
BoAo (Hanpwuknag, 20 mn nnoc 980 mn).

o6 YHWKHYTM NMOMWMMOK MW MPOMOHYEMO MO3HAYUTM KOBMAYKM Pi3HUX
kanibpaTopi..

3pasku:

PosBectu 3pasku cuposatku 1:101 6ycpepom ans 3paska (1x)
Hanpwuknag, 1000 mkn 6ydepa ansa 3paskis (1x) + 10 Mk cuposatku.
[o6pe nepemiwatn!

MpomMmuBaHHs:

MigrotyBat 20 Mn po3BeaeHoro npommeBHoro bydepa (1x) Ha 8 nyHok
abo 200 mn Ha 96 nyHoK, Hanpuknag, 4 Mn KoHueHTpaTy nnoc 196 mn
OMUCTUNBLOBAHOI BOAW.

ABTOMaTM30BaHe NPOMMBAHHA:
BpaxyBaTu HaanuLkoBi ob6csirn, HeobXigHi Ans HanawTyBaHHS npunaay,
i MepTBi 06CsrM 4Nst aBTOMaTN30BaHOIo MiNeTyBaHHS.

PyyHe npoMuBaHHs:

BupanuTtu pignHu 3 nyHok nepekuaaHHam nnaHwerta. MocTykaTtv pamkoto
3 MiKpOnyHKamMun eHepriviHo Ha YicTui agcopOyrounii nanip. Brectn 300
MK pO3BeAEeHOro NpoMuBHOrO Bychepa B KOXHY MNyHKy, nodekat 20
cekyHA. MNoBTOpMTYM BCIO NpoLeaypy Lie ABa pasu.

MikponnaHweTu:

PospaxynTte KinbkicTb NyHOK, HeOOXiAHMX Ans aHanidy. Buganutn 3amsi
NYHKVM 3 pamKu, MOMICTUTM B nakeT i 3bepiraTy pasom 3 ocyLlyBayeMm,
LWinbHO 3akpuTUMK (2-8 °C/35-46 °F).

7.2 Cxema lMineTyBaHHA
Mu nponoHyeMo nineTyBaTu KanibpaTopw, KOHTpOMi i 3pasku Takum
YUHOM:

Ins KIJIbKICHOI inTepnpetauii Ona SKICHOI i |HTepnpeTaLu|

1 2 3 4. 1 2 3
Al CalE |P1 | A|NC | P2
& [ B|nc |P2 e
g Clcc |p3 T
] | D|cc |p3 T
E I E | PC T
P = _ F [Pc
G b I G [P
M | cap | NC o H | P1
CalA: kaniopatop A CalD: kani6patop D PC: noautusHmit P1: naujent 1
CalB: kanibpatop B CalE: kani6patop E KOHTPOMb P2: navjent 2
CalC: kanibpatop C  CalF: kani6patop F NC: HeraTvBHWiA P3: naujent 3
KOHTpONb
CC: cut-off
kanibpatop

7.3 NpoBeneHHsA TeCTyBaHHSA

Kpok | Onuc

1. lMepekoHanTecs, WO MNiAroTOBKa BiANOBIAHO A0 NYHKTY 7.1 BuLe
6yna npoBedeHa nepen nineTyBaHHsM. [Jo3BOnUTM  BCIM
KOMMOHEHTaM HarpiTuca Ao KiMHaTHoi Temnepatypu (20-32
°C/68-89.6 °F) nepen BMKOpUCTaHHsSM, OobOpe nepemiwatn i
[OTPUMMYBaTUCh PEKOMEHAOBAHOI cXeMMU iHKybalLlii.

2. BukopuctoByinTe HacTynHi Kpoku ONsi OTPMMaHHS HeobXigHWX
KiNbKiICHUX/SIKICHUX pe3ynbTarTiB:

KOHTPOII | 3PA3KN

3. BHecTn B 3a3HayeHi NyHKW, siK onvcaHo B po3paini
7.2 Buuwe, 100 MK KOXHOrO:

a. Kanibpatopis (CAL.A po CALF) gans
KINTbKICHOI a6o
b. Cut-off kani6patopa (CC) ans SKICHOI
u iHTepnpeTauii i 100 MKn KOXHOrO 3
HacTyMHUX:

+100 pl
e HeratuBHoro  konTporno  (NC) i
Mo3suTmeHoro koHTponto (PC), i
e PossepeHoi cuposaTtku nauieHta (P1,
P2..)

4. ®\I

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

5. |wA5||B|
1t MNpomutn 3 pasu 3 300 MK NPOMMBHOIO
% bydepa (po3seneHuii 1:50).
— —
3x 300wl
KOH'IOTAT
6_ CON|

BHecTn 100 MK KOH'lOraTy B KOXHY MyHKY.

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

[ 1t MNpomutnn 3 pasm 3 300 MKN NPOMMBHOIO
/ Oydrepa (po3seneHuin 1:50).
— —
3x_ 300wl
CYBCTPAT
9.

Brectn 100 mkn TMB cybcTpaTy B KOXKHY NYHKY.

10. %

\ InkybyBaT npotarom 30 xBunuH npu  20-32

°C/68-89.6 °F, 3axuweHun Big IHTEHCMBHOIO
/‘ cBiTna.

CTOIN PO34YMH

11.

Brectn 100 MKN CTOM-pPO3YMHY B KOXHY TyHKY,
BMKOPUCTOBYIOUM TON e MOPSAOK, WO i npu
nineTyBaHHi cyGcTpary.

+100 pl

12. S

Butpumatin 5 XBUNUH MiHiMyM.

“«

13. PeTenbHO cTpyLlyBaTH NNacTuHy NpoTSroM 5 cex.

14. OE},\;OD% BuMipaTn onTuyHy winbHicTe npu 450 HM
(pekomeHayeTbest 450/620 HM) npoTtarom 30
450/620 nm XBUNVH.

8 KinbkicHa Ta flkicHa IHTepnpeTauin
Ons kinbkicHOi iHTepnpeTauii nobyayBaTv CcTaHOapTHYy KpuBY,
BiAKNaBWM ONTUYHY LWinbHicTb (OD) koxHoro kani6patopa (Bicb Y)




no BiAHOLLEHHIO 0 BiANOBIAHMX 3Ha4YeHb KoHUeHTpauii B Oa/mn (Bick X).
Ons  [JOCArHeHHs  Hamkpawux  pes3ynbTaTiB MU PEKOMEHAYEMO
BuKOpuCTaHHs log/lin koopguHat Ta 4-lMapameTpoBe HanawTyBaHHA. 3
OD KoXHOro 3paska 34uTaTy BiANOBIOHI KOHLEHTpaLUii aHTUTIN, BUPaXeHi
B Oa/mn.

10.3 NMiHinHicTb

o6 BuaHauutu niHiiHicT AESKULISA HiT Il, 6ynu BumipsiHi cepiiiHi
po3BefdeHHs cupoBaTtku. OTpumaHi pesynbraTv MOpiBHIOBaNMCH 3
o4ikyBaHUMK, SKi Bynu pospaxoBaHi SiK YacTka BUMIPSHOrO 3HaYeHHs
HacTynHoro BinbLu BMCOKOI KOHLEHTpaLii i koediuieHTa po3baBneHHs 2.
BigHOBNeHHs  CTaHOBUTbL BIOCOTOK Big BMMIPOBaHOI BEMWYMHU [0

HopmanbHuii gianasoH CyMHiBHMI giana3oH Mo3uTnBHI pesynbTati O4iKyBaHoI.
<12 0pg/mn 12-18 Og/mn >18 Op/mn Ne ®aktop | KoHueHTpa- Bumipsaxa OuikyBaHa | BigHoBREHHs
3paska | posBe- uis KOHLEHTPa- | KOHLEeHTpa- (%)
Mpuknad cmandapmHoi kpueoi AeHHA | cupoBatkM | uifaOa/mn | uia On/mn
He BuMkopucTOoBYyBaTH LieW Npuknag Ans iHTepnpeTauii pe3ynbTaTiB 1 1/100 100% 184 184 100.0
nauieHTiB 1/200 50% 101.5 91.8 110.6
Kani6pamopu IgG 0D 450/620 HM CV % (Bapiayis) 1/400 25% 55.3 50.8 108.9
0 Og/mn 0.025 0.0 1/800 12.5% 28.4 27.6 102.9
3 O0a/mn 0.139 35 1/1600 6.25% 134 14.2 94.4
10 Og/mn 0.283 43 2 1/100 100% 158 158 100.0
30 Og/mn 0.598 4.0 1/200 50% 86.9 78.9 110.1
100 Op/mn 1.224 3.6 1/400 25% 48 435 110.3
300 Op/mn 2123 2.8 1/800 12.5% 24.7 24 102.9
1/1600 6.25% 11.6 12.4 93.5
Mpuknad po3paxyHKy
Nauient Hy6nikar (OD) Cepepnne (OD) PesynbTar (Oa/mn) w9 sampl
P01 0.793/0.801 0.797 477 w0l o campie2 o
P02 0.308/0.333 0.321 121 1601 yiseaa|
R’= 0,995 ‘// /‘,-"
3pasky Bulle 3HAYEeHHs HalBWLWIOro Jiana3oHy kanibpaTtopa cnig 140 yd e
npeacTaenaTh y eurmani > Max. Bouu nosuHHi 6yT posseneHi B Mipy 1204 T R
HeobXxigHOCTI i 3HOBY aHanioBaHi. 3paskuM HWkK4Ye 3Ha4yeHb AianasoHy 100 o
kani6paTopa noBuHHI 6yTK NpeacTasneHi y surnsaai < Min. £ e
[aHi, xapakTepHi Ana KOHKPETHOro fOTY, 3HAaXOAATLCS B NINCTI KOHTPOIO 5 8o L
sikocTi. MeamyHi nabopaTopii MoxyTb npoBoauTK cBit KoHTponb AkocTi 60 . //
BMKOPWCTOBYOUM BrACHi KOHTPONi i/abo BHYTPILLHIN Nyn CMPOBATOK, K Lie 20 ;9/’
nepenbayeHo Hopmamm €C. /
204 Z
KoxHa nabopaTopis MOBMHHA BCTAHOBWUTM CBOi MeXi HOPManbHUX 0 e
3HayeHb, I'PYHTYIOUUCh Ha BIACHWX METOAAX, KOHTPOMsiX, OOnagHaHHi i A S A A S A 4

nonynsAuii  nauieHTiB  y BIigNOBIQHOCTI 3i CBOIMWM BCTaHOBNEHUMMU
npowenypamu.
Y BUNagKy, KON 3Ha4YeHHs KOHTPOMIB He BiAMOBIAAOTbL KPUTEPISIM, TECT €

HeiCHUM | NOBMHEH ByTW NOBTOPEHUIA.

HacTynHi TexHiyHi AaHi MOBWMHHI OyTW nepesipeHi: TEPMiH MPWAATHOCTI
(npuroToBneHux) peareHTiB, yMOBW 30epiraHHsa, niNneTkn, npunagu,
doTomeTp, yMOBM iHKybaLii i MeToau NpOMMBKU.

AKWO NpoTEeCTOBaHi 3pa3ku MOKasylTb 3HAYEHHS, K BiOXMNSAOTLCS Big,
BCTaHOBMeEHWX, abo KpuTepii nepeBipkn He BMKOHYIOTbCS 6e3 Baromux
npuynH, 6yab nacka, 3BepHITLCA A0 BUPODOHMKA YM nocTavanbHUKa TecT-
Habopy.

[na skicHoi iHTepnpeTtauii 34uTaTM ONTUYHY wWinbHiCTb Cut-off
KanibpaTopa i 3paskiB nauieHTiB. [MopiBHATM OD naujeHta 3 OD Cut-off
KanibpaTopa. [Ansa sKicHOI iHTepnpeTauii M1 pekoMeHAYEMO po3rnsaaTu
cvpoBaTkm B pianaszoHi 20% HaBKONO MOPOrOBOIO 3HAYEHHS, $K
0BO3HauHi. Bci 3pasku 3 6inbw BrcokvM OD BBaxarTbCA MO3UTUBHUMMU,
3pasku 3 GinbL HM3bknMu OD BBaXalTbCA HEraTUBHUMU.

HeratnBHun: OD nayienra < 0.8 X OD cytoff
CyMHiBHMIA: 0.8 X OD cytoff < OD nayienra £ 1.2 X OD cyteorf
Mo3nuTnBHUM: OD qayienra > 1.2 X OD cytoff

9 TexHiu4Hi paHi

Martepian 3paska:
O6’em 3paska:

BaranbHuit vac iHkybaulii:
[ianasoH kanibpyBaHHS:
AHaniTu4Ha YyTnMBICTb:

36epiraHHs:

cvpoBaTka abo uuTpaTHa nnasma

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

90 xBunuH npu 20-32 °C/68-89.6 °F

0-300 Op/mn

1.0 Oa/mn

npu TemnepaTtypi 2-8 °C/35-46 °F

BMKOPVCTOBYWTE TiNbKW OpUriHanbHi
nakoHn
KinbkicTb BU3Hau4eHb: 96 TecTiB
10 PoGoui xapakTepucTuku

10.1 AHaniTnyHa YyTnuBictb
Mexa BuABNEHHst BU3Hayanachb 8-KkpaTHUM BMNPOOYBaHHAM MPUHaNMHI
8 HeraTuMBHWUX 3paskiB cupoBaTku i 60-kpaTHUM BU3HAYeHHsM OGydepa
ans 3paska i cknana 1.0 Og/mn.

10.2 CneumndivHicTb i YyTNUBICTL

Mpy BUKOpPUCTaHHI NEBHUX KIiHIYHUX 3paskiB CMPOBATKM 3 BiOMUM
iMyHHUM  CTaTycoM [jarHOCTM4YHa 4yTnMBiCTb CcTaHoBUTb 91% i
cneumndidHicTb 97% ana AESKULISA HiT II.

Serum concentration [%]

BunpobyBaHi 3pasku cupoBaTkM MNOKa3yloTb MNiHiHY KOpensuilo Mix
po3BeAeHHAM 3paska Ta KOHLEHTpaUielo aHTuTin. TM He MeHL, Yyepes
HEOOHOPIAHICTb XapakTepy IIOACbKUX ayTOaHTUTIM MOXyTb iCHyBaTu
3pasku, WO MatoTb HENiHiiHY NOBEAIHKY.

10.4 TouHicTb

[ns BW3HAYeHHs TOYHOCTI aHanisy, 3MiHHICTb (BCepeauHi Ta Mix
TecTamu) OuiHIOBanNM LUMSXOM aHanidy Moro BiATBOPIOBAHICTIHA 3pa3kax
cvpoBaTku 06paHuX Ans NpeacTaBneHHsl CTaHA4apTHOI KpUBOI.

Intra-assay Inter-assay
Sample No. | Mean (U/ml) | CV (%) Sample No. | Mean (U/ml) | CV (%)
1 13 5 1 13 8
2 22 5 2 22 6
3 63 4 3 63 6
4 192 7 4 192 11

10.5 KanibpyBaHHsA
Uepes BIiACYTHICTb pedepeHTHMX MaTepianiB aHania kanibpyetbca B
Oa/mn.
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