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AnA KUIbKICHOIO TA AKICHOIO
BU3HAYEHHSA IgG TA/ABO IgM AHTUTIN
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OcHoB0K npu _nNposedeHHi aHarizy € opueiHan iHcmpyKuil
aHeriticbkor Mook, ekriadeHoi 8 Habip. Homep i dama
sepcii _opueziHany ma nepeknady iHCMPYKUii MOBUHHI
cnignadamu.

1 MNpu3HayeHHs

AESKULISA Ethanolamin-GM € TBepgodasHuMm iMyHOEPMEHTHUM
aHanisom 3 BUKOPUCTaHHAM BUCOKO OYMLLEHOTO
docdhaTtngmneTaHonamiHy Nnoc HAaTMBHOIO MOACHKOro B2-rnikonpoTeiHy
| Ans KinbkicHoro Ta sikicHoro BusiIBNeHHs 1gG Ta/abo IgM aHTuTin npotn
docaTngunetraHonamiHy B cupoBatui Kposi noguHu. Ui aHTuTina
posnisHaTe  cneuudivHi  enitonn Ha KOMMSeKci B cknagi 3
docdaTnagnneraHonamiHom i B2-rnikonpoTeiHom .

AHania € gonomorow B AiarHOCTWUi Ta ouiHUi  puamky Tpombosy vy
NauieHTIB 3 CUCTEMHUM YEPBOHUM BOBYakoM Ta APS.

2. KniHiyHe 3acTtocyBaHHA i
iHCmpykuii).

npvHUuun adanisy (fuse. opuaziHan

lMpuHyun mecmy

3pasku cupoBatku, posbasneHi 1:101, iHKyOytoTb B MikponnaHweTax 3
BHECEHHAM KOHKPETHOrO aHTureHa. AHTUTING nauieHTa, $KWO BOHU
NpUCYTHI B 3pasKy, 3B'A3yl0TbCA 3 aHTureHom. HesB'szaHa dpakuis
BMMMBAETLCS Ha HACTYMHiN ctagii. [MoTiM aHTu-nAckKi iMyHornobyniHu,
KoH'loroBaHi 3 [epokcupasoo  xpoHy (koH'toraT), iHKyOyTb i
BiAOyBaeTbCa peakuisi 3 KOMMNIEKCOM aHTUIeH-aHTWUTINO B 3paskax B
MikponnaHweTtax. HesB's3aHun KoH'loraT BUMMBAETbCA Ha HACTYMHIN
cragii. [JopaBaHHa TMB cyGcTpaty reHepye  dpepMeHTaTUBHY
KONOPUMETPUYHY (CHHI Konip) peakuito, sika 3YMUHSIETLCS PO3BEAEHOI0
KMUCIOTO (KOMip 3MiHIOETLCS Ha XOBTUW). LLIBUAKICTL yTBOPEHHS KOnbopy
Bij XPOMOreHy € (yHKUi€l0 KiNbKOCTi KOH'loraTy, MNOB'A3aHOro 3
KOMMIIEKCOM  aHTUreH-aHTUTINO, | BOHa MpOMOpLiNHa MOYaTKOBIN
KOHLIEHTpaL,ii BiANOBIAHWX aHTUTIN y 3pa3sKy nauieHTa.

3. KomnnekTt noctasku

Maromb 6ymu eidHo81eHi:

5x bydbep ans 3paskis 1 cnakoH, 20 mn - 5X KOHUEHTpOBaHWMN
(6innn KoBMAYOK: XOBTUI PO3YMH)
Mictute: Tpic, NaCl, BSA, asug Hatpito <0,1%
(kOoHCepBaHT)

50x MpomuBHuIn Bydep 1 cnakoH, 20 mn - 50X KOHLEHTpoBaHWI
(6inni KoBNAYOK: 3€MNEHNIN PO3UMH)
Mictutb: Tpic, NaCl, TsiH 20, a3ug HaTpito <0,1%
(kOoHCepBaHT)

Fomoei 0o eukopucmaHHsi:

HeratuBHuin KoHTponb 1 dnakoH, 1.5 mn (3eneHurt KoBnavok:

6e3KonipHUIA PO34MH)

MicTutb: noAcbky cupoBaTKy (po3BedeHy), aswvg
HaTpito <0,1% (KOHCepBaHT)

1 drakoH, 1.5 mMn (4epBOHWMI KOBMAYOK:
XKOBTUI PO3YMH)

MicTnTb: nrofcbky cupoBaTKy (po3BedeHy), asui
HaTpito <0,1% (KOHCepBaHT)

1 dnakoH, 1.5 mMn (CMHIA KOBMAYOK: XXOBTUN
PO34UH)

MicTnTb: nrofcbky cupoBaTKy (po3BedeHy), asui
HaTpito <0,1% (KOHCepBaHT)

6 dpnakoHis,1.5 mn koxeH 0, 3, 10, 30, 100,
300 Oa/mn (IHTEHCKBHICTb KOMNbOPY
NiABULLYETBCS 3 KOHLIEHTPALED: PO34MHMN
XKOBTOro konbopy). Jlioacbka cnupoBaTka
(po3BepeHa), asup HaTtpito < 0.1%
(koHCepBaHT)

1 dnakoH, 15 mn 1gG (CUHI KOBMAYOK: CUHIN
PO34UH)

1 cdnakoH, 15 mn IgM (3eneHuit KoBnavok:
3€erneHVin po34mH)

MicTutb: AHTU-IMYHOrNOGYNiHW NIOAUHK, KOH'lOroBaHi

MoautmeHMn KoHTponb

Kani6paTop Cut-off

Kani6paTtopu

KoH’toraTtn

3 NEPOKCUAA30I0 XPOHY

Cy6ctpaTt TMB 1 donakoH, 15 Mn (YopHWUI KOBNAYOoK)
MictuTb: cTabinizosaHun TMB/H,0,

Cton PosuuH 1 dnakoH, 15 wmn (6GinuiA  KoBMaAYoK:
6e306apBHUIA PO3YNH)
Mictutb: 1 M consiHoi kKucnoTtu

MikponnaHweTt 12 X 8-nyHKOBUX CMYXOK, AKi
BiJOKPEMMIOTLCA

MoKkpUTTA AMB. NYHKT 1

Heob6xidHi mamepianu, ujo He nocmayaromscsi:

MnaHweTHun pigep 3 dinbTpom 450 HM i onuitHUM pedepeHTHUM
dinbTpom 620 HM (600-690 HM). CknsiHuM nocyg (umniHgp 100-1000 mn),
npobipku Ans po3sefeHHs. BopTeke, ninetku npeumsiini (10, 100, 200,
500, 1000 wmkn) abo perynboBaHa MynbTuninetka (100-1000 mn).
MikponnaHweTHui Mpuctpin ana npomuskn (300 MKN MOBTOPHOBaHHS
abo GaratokaHanbHa ninetka abo aBToMaTM3OBaHa cucTema),
agcopbyouunii nanip.

Hawi Tectm npu3HaveHi ANA BUKOPWUCTAHHS 3 OYMLLEHOK BOAOH
BignoBigHO A0 Bu3HaveHHa Papmakonei CLUA (USP 26 — NF 21) Ta
€sponeicbkoi Papmakonei (Eur. Ph. 4-e Bug).

4. 36epiraHHs Ta TepMiH npuaaTHOCTI

36epiratu Bci peareHTn i MikponnaHweT npu TemnepaTypi 2-8 °C/35-46
°F, B opwriHanbHin ynakoBui. [OTOBIi, BiOHOBMNEHI PO34YMHU CTaBINbHI
npotarom 1 micaus npu Temnepatypi 4 °C, sk miHiMym. Peazenmu i
MikponnaHwem mnoeUHHi eukopucmosgysamucsi mifbKu 6 Mexax
mepmiHy npudamHocmi, 3a3Ha4YeHO20 Ha KOXHOMY KOMMOHeHMm.
YHukatime iHmeHcueHo2o ennuey ceimna Ha TMB poO34uH.
36epizatime MikponnaHwemu e npu3Ha4eHill 0ns ybo20 ¢onb3i, 8
momy yucii 3 ocywysa4dem, i WinbHo 3akpuealime.

5. 3axoam 6e3nekn BUKOPUCTaHHS

5.1 He6Ge3neka ans 380poB's

Leld npodykm npu3HayeHul minbku 4151 QIAFHOCTUKU IN VITRO.
TaknM YMHOM, TifbKVM MepCcoHar, HaBYeHWI i cneujianbHO iHPOpPMOBaHWN
LWOAO MEeTOoZiB AiarHOCTUKM B Mpobipui, MOxe NpoBoAMTU aHani3. Xova
Leln NpoayKT He BBaXaeTbCH OCOBNMBO TOKCUYHMM abo Hebe3dneyHum B
yMOBax HOPMarbHOro BUKOPUCTaHHS, MPUTPUMYNTECH HACTYMHUX 3ax0aiB
Ons MakcumanbHoI 6e3neku:

PekomeHdayii ma 3axodu 6e3neku

Llem komnnekt MiCTUTb MOTEeHLUiHO Hebe3neyHi KomnoHeHTW. Xouva
peareHTU He knacudikoBaHi SK nogpasHuWK Ans o4Yen i WKipu, Mu
PEKOMEHOYEMO YHUKHYTM KOHTaKTy 3 OuYMMa Ta LWKIpoW i HocuTh
OHOPAa30Bi pPyKaBUYKM.

YBAIA! Kanibpatopu, KoHTponi Ta Bydepu mictate asug HaTpito (NaN3)
sk koHcepBaHT. NaN; mMoxe OyTW TOKCUYHUM, SKLO WAOro MPOKOBTHYTU
abo npu nonagaHHi Ha wkipy i ovi. NaN3 mMoxe pearyBaTu 3i CBMHLEM i
Migato i popmyBaTtu BUOYxoHebe3neuHi asuan metanis. Mpy 3HWLLEHHI,
3MUTU 3 BEMUKOK KiNbKICTIO BOAM, OO 3anobirtv HakonMyeHHo as3vais.
Byab nacka, 3BepHiTbCA OO0 mpouedyp Aes3akTuBalii, SK Le BUKageHo
CDC abo [0 iHWwmMx MicueBUx/HaLioHaNbHUX KEPIBHUX NPUHLMMIB.

He nanitb, He DXTe i He NuiTe Npu poboTi 3 HaGopom.

He ninetyBatu potom.

Becb BuxigHvI niogcbkuii MmaTepian, Lo BUKOPUCTOBYETLCS ANS OESKUX
peareHTiB UbOro Habopy (KOHTpomi, cTaHgapTv, Hanpuknap) O0ys
NPOTECTOBAHUIA CXBaneHumMu metogamu, i 6yB HeratmBHum o HbsAg,
renatuty C Tta BIJT 1. MNpoTe, xoOeH TecT He MOxe rapaHTyBaTu
BiJCYTHICTb BIpYCHMX areHTiB y Takux Martepianax MOBHIiCTIO. Takum
YMHOM, MOBOAMTMCH 3 KOHTPOMNSMM, CTaHAapTamu i 3paskamy nauieHTiB
K 3 MOTEHUINHMM JKepenoM iHeKUiHMX 3axBOptoBaHb i BiANOBIAHO A0
HaLjioHanbHMUX BUMOT.

5.2 3aranbHi 3ayBaXeHHS LWOA0 BUKOPUCTaHHS

He 3wmiwyiite i He 3amiHioliTe peareHTM abo MikponnaHweTn 3 pi3HKX
nortis. Lie moxe npusectn fo 3MiH B pe3ynbTarax.

MpuBecTun BCi KOMMOHEHTU A0 KiMHaTHOI TemnepaTypu (20-32 °C/68-89.6
°F) nepen BMKOPUCTaHHAM, [obpe nepemiwaTtv i [OTpPUMyBaTUCh
pPEKOMEHAO0BAHOI iHKYyOaUiMHOT CXeMu Anst ONTMMAanbHOIO BUKOHAHHSA
TecTy.

IHky6auin: Mn pekomeHayemo nposoauTtu tect npu 30 °C/86 °F ans
aBTOMaTU30BaHUX CUCTEM.

Hikonu He nippaBaviTe KOMMNOHEHTW GinbLu BUCOKIA TemnepaTypi, Hix 37
°C/98.6 °F.

3aBxan MPOBOAUTM MiNETyBaHHA PO3YMHY cybCTpaTy TifbkM 3 HOBMMM
HakoHeYHuKamun. 3axuwaTn uel peareHT Big cBeiTna. Hikonu He
nineTyBaT KoH'loraT 3 HaKOHEeYHWKaMK, $Ki BMKOPUCTOBYBanMCb 3
iHLIMMK peareHTaMu 40 LbOoro.

6. Binbip npo6, BukopucTtaHHA Ta 36epiraHHsA
BukopuctoBynTe nepeBaxHO 3ibpaHi HelwodaBHO 3pasku CUMPOBATKW.
3abip KpoBi MOBMHEH NPOBOAUTUCH BifNOBIAHO 40 AEPXXABHUX BUMOT.



He  BMKOPMCTOBYWTE  iKTEPUYHi, ninemiyHi, remonisoBaHi abo
bakTepianbHo 3abpyaHeHi 3pasku. CupoBaTka 3 YacTkamu NoBUHHA ByTu
oumLLEeHa LEeHTPUdYryBaHHAM 3 H13bKoto LwBmakicTio (<1000 x g). 3pasku
KPOBi MOBWHHI OyTW 3ibpaHi B umMCTi, Cyxi i NMopoxHi npobipku. [licna
cenapalii, 3pasku cMpoBaTku cnif BUKOPUCTOBYBAaTW Bigpasy, 36epiratu
WiNbHO 3aKkpuTuMu npu Temnepatypi 2-8 °C/35-46 °F o Tpbox AHIB i
3amopoxxeHumMm npu -20 °C/-4 °F gns GinbLl TpuBanux nepioais.

7. Mpouenypa aHanisy

7.1 NigroToByi 3axoaun nepen NineTyBaHHAM

Po3BecTn KOHLEHTPOBaHI peareHTu:

Po3BecTn koHUeHTpoBaHui Oydep Ans BsipuiB 1:5 AUCTUNLOBaHOK
Bopot (Hanpuknag, 20 mn nntoc 80 mn).

PosBecTn koHueHTpoBaHui NpomusHuin Gydep 1:50 aMcTUnNbOBaHOK
BoAo (Hanpwuknag, 20 mn nntoc 980 mn).

3pasku:

Po3sBecTtu 3pasku cuposatku 1:101 6ydepom ans 3paska (1x)
Hanpwuknag, 1000 mkn 6ydepa ansa 3paskis (1x) + 10 MKk cupoBaTKu.
Ho6pe nepewmiwatu!

MpomuBaHHsA:

MigrotyBat 20 mMn po3seaeHoro npomusHoro Hydepa (1x) Ha 8 nyHok
abo 200 mn Ha 96 nyHoK

Hanpuknag, 4 Mmn koHueHTpaty nnoc 196 Mn AMCTUNBLOBaHOT BOAM.

ABTOMaTM30BaHe NPOMMUBaHHA:
BpaxyBaTu HagnuLkoBi o6csrn, HeoOXigHi AN HanawTyBaHHSA npunagy,
i MepTBi 06CArv onst aBTOMaTN30BaHOro NiNeTyBaHHS.

Py4yHe npomMuBaHHs:

Bvpanutu pigvHu 3 nyHOK nepekvaaHHAM nnaHieTa. MNocTtykaTn pamkoio
3 MIKpOnyHKamMun eHepriviHo Ha uicTui agcopbyrounii nanip. BHectn 300
MKN pO3BEAeHOro NMpoMMBHOIO Bydepa B KOXHY NyHKy, nodvekatun 20
cekyHa. MNoBTOpMTKM BClO NpoLieaypy Lie ABa pasu.

MikponnaHweTu:
Pospaxyiite KinbkicTb NyHOK, HeobXigHWX Anst BunpobysaHHs. Buganutun
3aViBi NyHKM 3 paMu, MOMICTUTM B NakeT i 36epiraT pasom 3 ocyLlyBa4em,
(2-8 °C/35-46 °F).

lMpuknad cmaHdapmHoi Kpueoi
Mu pekomeHayeMO napanesnibHe nineTyBaHHs KanibpaTopiB Ans KOXHOro
aHaniay.

Kaniépamopu IgG/M 0D 450/620 Hm CV % (Bapiayis)
0 Op/mn 0.039 3.2
30a/mn 0.172 54
10 Op/mn 0.330 32
30 Og/mn 0.663 0.6

100 Op/mn 1.302 2.0
300 Op/mn 2115 0.6
lMpuknad po3paxyHKy

MaujieHt Hy6nikat (OD) Cepepgte (OD) Pesynbtar (Oa/mn)

P01 0.917/0.910 0.914 52.0
P02 0.443/0.454 0.449 15.8

7.2 NpoBeaeHHA TeCTyBaHHA

Cxema nineTyBaHHA: auvB. [opatok A, npoueaypa BUNpoGyBaHHA: OMB.
HOopnatok B

Mu pekoMeHAyeMO nineTyBaHHA 3pa3kiB i KanibpaTopiB y ABOX NPMMipHUKaX.
Kani6paTop Cut-off BUKOpucTOoBYBaTH TiNbKKN AN AKICHOrO aHanisy.

MPUMITKA: Skwo IgG i IgM eusnayarombcsi napanenbHo, Kani6pamopu,
KoHmponi i 3pa3ku aHanizyeamu no 0ea pa3u, Onifi KOXHO20 nioknacy
oKpemo.

. BHeciTe 100 Mkn po3BedeHOi CMpoBaTKM KOXHOIO MauieHTa B
NpU3HaYeHi NyHKW.

. BHecite 100 wmkn kanibpatopie abo Cut-off kanibpaTtopa i

HeraTvBHoro i NMo3nTMBHOIO KOHTPOIO B NPU3HAYEHi NYHKW.

Butpumarite npotsirom 30 xBunuH npu 20-32 °C/68-89.6 °F.

Bumuiite 3x 3 300 mkn npomuBHoro 6ydepa (po3seaexuin 1:50).

BHecitb 100 MKn KOH'lOraTy B KOXHY MYyHKY.

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

Bumuiite 3x 3 300 mkn npomuHoro Bydepa (posseaeHuii 1:50).

BHecitb 100 mkn TMB cybcTpaT B KOXHY MYHKY.

Butpumarite npotarom 30 xBunuvH npu 20-32 °C/68-89.6 °F,

3axuLLEHOMY Bif iHTEHCUBHOrO CBITNa.

e  Brecitb 100 mMkn cTOn po34MHY B KOXHY IyHKY, BUKOPUCTOBYHOUU
TOW >e NOPSAOK, SiK Npu nineTyBaHHi cybcTparTy.

e |HKyOynTE 5 XBUNUH MiHIMYM.

e AriTyBaTu NnacTuHy peTenbHO NpoTArom 5 cek.

. 3uumTaTtn abcopbuito npun 450 HM (onuinHo 450/620 HM) npoTtsarom 30
XBWJIWH.

8. KinbkicHa i flkicHa IHTepnpeTauis

[Ona KinbkicHOi iHTepnpeTauii nobygyBaTM CcTaHdapTHY KpuBY,
BiJKNaBWM ONTUYHY wWinbHicTb (OD) koxHoro kani6patopa (Bicb Y)
no BiQHOLIEHHIO OO0 BiAMOBiAHMX 3Ha4YeHb KoHUeHTpauii B Opg/mn (Bicb
X). [Ons [OCArHeHHs Havkpawmx pesynbTaTiB MU PEKOMEHOYEMO
BukopucTaHHs log/lin koopauHaT Ta 4-MNapameTpoBe HanawTyBaHHA. 3
OD KOXHOrO 3paska 34nTaTy BiAMNOBIOHI KOHLEHTpaLii aHTUTIN, BUPaXeHi
B Oa/mn.

[aHi, xapakTepHi 4N KOHKPETHOro MOTYy, 3HAX0A4ATLCS B NUCTI KOHTPOIIO
skocTi. MeguyHi nabopaTtopii MoXyTb npoBoanTK cBil KoHTponb AkocTi
BMKOPMCTOBYOUM BriacHi KOHTPOri i/abo BHYTPILLHIA Nyn cMpoBaToK, SIK Lie
nepenbayeHo Hopmamu €C.
He eukopucmosyeamu
pe3ynbmamie nauieHmis!

uel npuknad dOns iHmepnpemauir

KoxHa nabopaTtopis NOBMHHA BCTAHOBUTM CBOi MeXi HOpMarbHUX
3Ha4eHb, I'PYHTYIOUMCb Ha BMACHMX MeTOAax, KOHTPOnsAx, obnagHaHHi i
nonynsauii  nauieHTiB  y BIQNOBIAHOCTI 3i CBOIMW  BCTaHOBEHUMW
npoueaypamu.

Ona sAkicHOi iHTepnpeTauii 3uMTaTM ONTWYHY WinNbHICTE  Cut-off
kanibpatopa i 3paskiB nauieHTiB. MopiBHATM OD nauieHta 3 OD Cut-off
kanibpatopa. [ns AKicHOI iHTepnpeTauii MM pekoMeHAyeEMO po3rnsgaTu
cvpoBaTkm B pgianasoHi 20% HaBKOMO MOPOrOBOrO 3HAYEHHS, $K
OBO3HauHi. Bci 3pasku 3 6inbl Bucoknm OD BBaXaloTbCsi MO3UTUBHUMU,
3pasku 3 6inbL HM3bkuMu OD BBaXXarTbC HEraTUBHUMMU.

HeratuBHui: OD nayienra < 0.8 X OD cytoft
CyMHiBHMI: 0.8 X OD cytoff < OD payienra £ 1.2 X OD cytoofr
Mo3nTuBHUM: OD qayienra > 1.2 X OD cyteoff

9. TexHiu4Hi gaHi

Marepian 3paska:
06’em 3pazska:

cupoBaTka

10 mkn 3paska, possegeHoro 1:101 B 1x
Bydepi ans 3paskis

90 xBunuH npu 20-32 °C/68-89.6 °F

0-300 Oag/mn

1.0 Og/mn

3aranbHum Yac iHkyGauii:
Liana3oH kaniopyBaHHA:
AHaniTM4Ha YyTnumBIiCcTb:

36epiraHHs: npu Temnepatypi 2-8 °C/35-46 °F
BVIKOPVICTOBYWTE TiNbKW OpUriHanbHi
dnakoHu

KinbkicTb BU3Ha4eHb: 96 TecTiB

10. laHi npoAyKTUBHOCTI

10.1 AHaniTnyHa Yytnusictb
TecTtyBaHHs Gydepa anst 3paskis 30 pasie Ha Ethanolamin-GM pano
aHaniTnyHy vytnueicts 1.0 Og/mn.

10.2 CneumndpivHicTb i YyTnNUBICTL

MikponnaHweTt NOKpUTUIA BUCOKO
¢dochaTnamneraHonamiHom i HaTUBHUM NIOACBKUM B2-
rnikonpoTeiHoM I MepexpecHoi peaKkTUBHOCTI 3 HLWIMMBK
ayToaHTUreHamm He crnocTepiranock. [laHi 0ynu otpumani 3 AESKULISA
Ethanolamin-GM (REF7209).

oYynwieHum

Kopensuis:

[MopiBHAHHA AaHWX NO NPOJYKTMBHOCTI ouiHioBanocs 3 30 cupoBaTkamu
Ha o6ox, AESKULISA 7209 i AESKULISA 3209. NiHiiHWiA perpeciiHnii
aHania uMx [OBOX TMPOAYKTIB MOKasas, WO Ui ABa MPOAYKTN €
ekBiBaneHTHNUMK. [laHi MoXyTb ByTW OTpMMaHi 3a 3anMToMm.

10.3 NMiHinHicTL

O6paHi cupoBaTku TecTyBanucb 3 LM Habopom i Byno BCTaHOBNEHO
NiHINHICTb  po3BedeHHA. Tum He MeHwe, 4Yepe3 HeOOHOPIOHICTb
XapakTepy MACbKUX ayTOaHTUTIN MOXYTb iCHyBaTW 3pasku, WO He
nianaratoTb LbOMY NpaBuny.

HopmanbHuii gianasoH CyMHiBHMI giana3oH Mo3uTnBHI pesynbTatu

<12 Op/mn 12-18 Op/mn > 18 Og/mn

Ne dakrop BumipsHa OuikyBaHa BipHoBneHHs
3paska po3BefeHHs KOHLieHTpauis KOHLieHTpauis (%)
(Op/mn) (Op/mn)
1 1/100 123.0 125.0 98.4
1/200 61.3 62.5 98.1
1/400 29.7 31.3 94.9
1/800 15.2 15.6 97.4




2 1/100 814 80.0 101.8
1/200 428 40.0 107.0 | suB |
1/400 214 20.0 107.0
1/800 9.8 10.0 98.0

10.4 TouHicTb

[Ina BM3HaYeHHS TOYHOCTI aHani3y, MiHMMBICTb (BCepeauHi i Mixk cepismn)
OLiHIOBany LUMSAXOM aHaniay Woro BiATBOPIOBAHOCTI HA TPbOX BidibpaHux
3paskax cupoBaTku, WO6 nNpeacTaBMTW [ianasoH B MOPIBHAHHI  3i
CTaHAapPTHOIO KPUBOIO.

Intra-Assay Inter-Assay
Sample Mean cv Sample Mean cv
No. (Uiml) (%) No. (Uiml) (%)
1 132.0 53 1 128.0 4.8
84.0 3.7 2 82.0 3.3
3 35.0 25 3 33.0 27

10.5 Kani6pyBaHHs
Yepes BiACyTHICTb MiXXHAPOAHOro eTanoHHOro KanibpyBaHHs Liei aHani3
Bigkaniopoanui B Og/mn.

OOOATOK A: Cxema nineTyBaHHA

Mu nponoHyemo nineTyBaHHsi KanibpaTopiB, KOHTPONIB i 3pa3kiB HaCTyNHUM
YUHOM:

[nsa kinbKicHOI iHTepnpeTauii BukopucToByBaTu kanibpatopu, wob nobyaysatu
CTaHOapTHY KpuUBY.

[ns sikicHoT iHTepnpeTauii BukopucrosyeaTu Cut-off kanibpartop.

for quantitative interpretation use cali- | for qualitative interpretation use cut-
brators to establish a standard curve off calibrator
1 2 3 4 5 6 7 8 9 10 " 12
A |CalA | CalE [P1 NC |P2
B | CalA | CalE | P1 NC |P2
C |CalB | CalF | P2 cC P3
D | CalB | CalF | P2 cC |P3
E |CalC|PC |P3 PC
F |CalC|PC |P3 PC
G |CalD [NC |.. P1
H |CalD |[NC |.. P1

CalA: kanibpatop A, CalB: kanibpatop B, CalC: kanibpatop C, CalD:
kani6patop D, CalE: kanibpatop E, CalF: kani6patop F

PC: Mo3nTMBHUIA KOHTPONb

NC: HeraTMBHUI KOHTPONb

CC: Kanibpatop Cut-off

P1: nauienT 1

P2: nauienT 2

P3: nauieHT 3

Hopatok B: MNMpoueaypa BUNpo6yBaHHsA

Samples (1:101) / Controls °
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+100 pl 30 3x 300p1
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+100 pl

+100 pl 450 nm
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