HABIP IDA

AnA KUIbKICHOIO TA AKICHOIO
BU3SHAYEHHSA IgA AHTUTIN NMPOTHU
OOCOPATUAUN-ETAHOJIAMIHY

3236, Aeskulisa Ethanolamin-A

Kamarnoe. Ne: 3236

Kinbkicmb ;96

BupobHuk  : AESKU. Diagnostics,
(HimeyyuHa)

Memoduka eid 28-08-2007
Bepcis 002

OcHoB0W npu _Npos8edeHHi aHarizy € opueiHan iHcmpyKuil
aHeriticbkor Mook, ekriadeHoi 8 Habip. Homep i dama
sepcii _opueziHany ma nepeknady iHCMPYKUii MOBUHHI
cnignadamu.

1 MNpu3HayeHHs

AESKULISA Ethanolamin-A € TBepaodasHuMm iMyHOEPMEHTHUM
aHaniaom 3 BUKOPUCTaHHAM BUCOKO ouuileHoro docdatnann-
EtaHonamiHy nnioc B2-ImikonpoTeiHyl mogvHW AnA  KinbkicHOro Ta
sIKicCHOro Bu3Ha4veHHs IgA aHTuTin npotn docdaTtnamn-EtaHonamiHy B
cupoBaTui KpoBsi nogunHu. Li aHtTutina posnisHaoTb cneundidHi enitonun
Ha Kommnekci, wo cknagaetbcad 3 docdatmagnn-EtaHonaminy i (2-
rnikonpoTeiHy .

AHania € pgonomoro B AiarHOCTWLi Ta oOUiHUi pu3uky Tpombo3sy Yy
naujieHTIB Ha CUCTEMHUIN YePBOHWI BoBYaK Ta APS.

2. KniniyHe 3acTtocyBaHHA i
iHCmpy«Kuii).

npvHuun 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), iHKyOywTb i
BiAbyBaeTbCa peakuisi 3 KOMMNIEKCOM aHTUIeH-aHTWUTINO B 3paskax B
MikponnaHweTtax. HesB's3aHun KoH'loraT BUMMBAETbCA Ha HACTYMHIN
cragii. [JopaBaHHa TMB cyGcTpaty reHepye  dhepMeHTaTUBHY
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  aHTUFeH-aHTUTINO, | BOHa MpOMOpLUiNHa MOYaTKOBIN
KOHLIEHTpaL,ii BiANOBIAHWX aHTUTIN y 3pa3Ky 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 MpomuBHui Bycbep 1 cnakoH, 20 mn - 50X KOHUEHTpOBaHWUWA
(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 KoBnayok:

6e3KonipHUIA PO34MH)

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

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

MicTute: noacbky cupoBaTky (po3sefeHy), asug
HaTpito <0,1% (KOHCepBaHT)

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

MicTute: noacbky cupoBaTky (po3sefeHy), asug
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). Mioacbka cuposatka
(po3BeneHa), asng HaTpito < 0.1% (KOHCepBaHT)

MoautmeHMn KoHTponb

Kani6paTop Cut-off

Kani6paTtopu

KoH'toratu 1 cpnakoH, 15 mn IgA (4epBOHWMIA KOBMAYOK:
YEpPBOHUIN PO3YUH)
MicTutb: AHTU-IMYHOrNOGYNiHW NIOAUHW, KOH'lOroBaHi
3 NepoKCMaa3or XpoHy

CybcTpat TMB 1 donakoH, 15 Mn (YOpPHWI KOBMAYOK)

MicTuTb: cTabinisosanunin TMB/H,O,

Cron PosuuH 1 dmnakoH, 15 wmn (GinuA  KoBMAYoK:
6e36apBHUIA PO3UUH)
Mictutb: 1 M consiHoi kucnoTtu

MikponnaHweTt 12 X 8-nyHKOBUX CMYXOK, AKi

BiJOKPEMIIOOTLCS
MokpuTTS AMB. NYHKT 1

Heob6xidHi Mmamepianu, ujo He mocmayaromascsi:

MnaHweTHun pigep 3 dinbTpom 450 HM i onuiMHMM pedepeHTHUM
dinbTpom 620 HM (600-690 HM). CknsaHui nocyg (umniHgp 100-1000 mn),
npobipkn Ansa po3sefeHHsA. BopTekc, nminetkn npeumsini (10, 100, 200,
500, 1000 mkn) abo perynboBaHa MynbTuninetka (100-1000 mm).
MikponnaHweTHuin Mpuctpin ans npomusku (300 MKN MOBTOPHOBAHHS
abo GaratokaHanbHa ninetka abo aBToMaTM3OBaHa cucTema),
apcopbyoyunii nanip.

Hawi Tect npusHauveHi Ans BUKOPWUCTAHHS 3 OYMLLEHOH BOOOH
BignoBigHO A0 Bu3HaveHHa Papmakonei CLUA (USP 26 — NF 21) Ta
€Bponericbkoi 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 opwuriHanbHin ynakoBui. [OTOBi, BigHOBMEHi po34nHU cTabinbHI
npotarom 1 micaus npu Temnepatypi 4 °C, sk miHiMym. Peazenmu i
MikponnaHwem moeUHHiI euKopucmosysamucsi MifbKu 8 MeXax
mepmiHy npudamHocmi, 3a3Ha4YeHO20 Ha KOXHOMY KOMIMOHEHMI.
YHukatime iHmeHcueHo2o ennugy ceimna Ha TMB poO34uH.
36epizalime MikponnaHwemu e npu3HayveHili 0151 ybo20 ¢hosb3i, 8
momy yuci 3 ocywyeaydem, i winbHo 3akpuesalme.

5. 3axoam 6e3neKu BUKOPUCTaAHHS

5.1 He6e3neka ans 3p0poB's

Lel npodykm npu3HayeHuli minbku QJ151 QIAFHOCTUKU IN VITRO.
TaknMm YMHOM, TiNbKWM NepcoHarn, HaBYEeHU i cneuianbHO iHopMoBaHUN
LWOAO MEeTOoZAiB AiarHOCTUKM B Mpobipui, MOXe NpoBoAMTU aHani3. Xova
Lev NpoAyKT He BBaXAETbCA OCOOGNMUBO TOKCMYHUM abo HebedneyHum B
YMOBax HOpPMaribHOro BUKOPUCTaHHS, MPUTPUMYATECH HACTYMHMX 3aX0fiB
ONs MakcumanbHoI 6e3neku:

PekomeHOauii ma 3axodu 6e3neku

Llei komnnekT MiCTUTb MOTeHUiHO HebeaneyHi KOMMOHeHTU. Xoua
peareHTU He knacudikoBaHi SK MOAPA3HUK AnS Oo4Yer | LWKipu, Mu
PEKOMEHOYEMO YHUKHYTU KOHTaKTy 3 O4YMMa Ta LUKIpoW i HOCUTK
0OHOPAa30Bi pyKaBUYKM.

YBATIA! Kanibpatopu, KonTponi Ta Bydepu mictate asmg HaTpito (NaN3)
sik KoHcepBaHT. NaN3; Moxe OyTU TOKCUYHUM, SIKLLO MOr0 MPOKOBTHYTM
abo npu nonagaHHi Ha wWkipy i o4i. NaN3; Moxe pearyBaTyh 3i CBUHLEM i
migato i dopmyBaTn BMOyxoHebe3neyHi asvan metanis. lNpy 3HWLLEHHI,
3MUTU 3 BENUKOK KiNbKiCTIO BOAMW, W06 3anobirt HakonuyeHHo asuais.
Byab nacka, 3BepHiTbCA A0 npouedyp Ae3akTuBalii, ik ue BUKNageHo
CDC ab0 fo iHWKX MicLeBMxX/HaLiOHANBbHNX KEPIBHUX NPUHLUMMIB.

He nanitb, He xTe i He nuinTe npu poboTi 3 Habopom.

He ninetyBaTtu potom.

Becb BuxigHui nioacbkuii Matepian, WO BUKOPUCTOBYETLCHA ANA AeSKUX
peareHTiB LbOro Habopy (KOHTponi, cTaHgapTv, Hanpuknag) O0yB
NpoOTECTOBaHWI CxXBaneHUMU meTogamu, i 6yB HeratwuBHuM Ao HbsAg,
renatuty C Ta BI1 1. lpoTe, xoOoeH TecT He MOXe rapaHTyBaTu
BiACYTHICTb BIpPYCHMX areHTiB Yy Takux MaTtepianax MoBHICTI0. Takum
YMHOM, MOBOAMTUCH 3 KOHTPOMSIMU, CTaHOapTamu i 3paskamu nauieHTiB
AK 3 NOTEHUIHUM [HKepenoM iHEKLIMHNX 3aXBOPIOBaHb i BiAMOBIAHO 4O
HaLjioHanbHWUX BUMOT.

5.2 3aranbHi 3ayBaXXeHHS WOA0 BUKOPUCTaHHSA

He 3wmiwyiite i He 3aMiHloliTe peareHTU abo MikponnaHweTn 3 pi3HKX
nortis. Lle Moxe npmBecTn A0 3MiH B pe3ynbTaTax.

[MpuBecTn BCi KOMMOHEHTW OO KiMHATHOI Temnepatypu (20-32 °C/68-89.6
°F) nepen BuKOpuCTaHHsIM, [0Ope nepemiwaTtn i [OOTpUMYBaTUCH
pekoMeHOO0BaHOi  iHKybaLiiHOi cxemMn [Ansi OnTUManbHOTO BUKOHAHHS
TecTy.

IHky6auin: Mun pekomeHayemo nposoauTtu tect npu 30 °C/86 °F ansa
aBTOMaTU30BaHUX CUCTEM.

Hikonu He nignaBante KOMMOHEHTW BinblU BUCOKIA TemnepaTypi, Hix 37
°C/98.6 °F.

3aBXan NpoBOAUTU MiNeTyBaHHA PO34MHY cybcTpaTy Tinbku 3 HOBUMM
HakoHe4yHukamun. 3axvwaTtv uen peareHT Big cBitna. Hikonn He
nineTyBaT KoH'loraT 3 HaKOHEeYHWKaMK, $Ki BMKOPUCTOBYBanMCb 3
iHLWMMW peareHTaMu A0 LbOoro.

MeBHUM kNiHIYHUM piarHO3 He MNOBWHEH [PyHTyBaTUCA Ha
pe3ynbTaTax TiJlbKM NPOBeAeHoro TecTy, ane Mae 6yt 3po6neHun
nikapeM nicns ouiHKK BCiX KNiHIYHUX Ta NabopaTopHUX AOCHiAXKEeHb.
[iarHo3 noBuMHeH OyTU nepeBipeHMA 3 BUKOPUCTAHHAM Pi3HUX
MeTOAIB AiarHOCTUKMU.



6. Bin6ip npo6, BukopucrtaHHs Ta 36epiraHHA
BukopuctoByinTe nepeBaxHO 3ibpaHi HelloAaBHO 3pasky CUPOBATKU.
3abip KpoBi NOBMHEH NPOBOAMTUCH Bi4MNOBIAHO A0 AEPXXaBHUX BUMOT.

He  BMKOpUCTOBYWTE  iKTEPUYHi, ninemiyHi, remonizoBaHi  abo
HakTepianbHO 3abpyaHeHi 3pasku. CupoBaTka 3 YacTkamu NOBUHHA OyTn
oumLLEeHa LeHTPUdYryBaHHAM 3 HU3bKoto LwBmakicTio (<1000 x g). 3pasku
KPOBi MOBWHHI OyTWU 3iOpaHi B 4MCTi, cyxi i nMopoxHi npobipku. licns
cenapadii, 3paskv cMpoBaTKu Cnif BUKOPUCTOBYBAaTU Bigpa3sy, 36epiratu
LWiNbHO 3akputumu npu Temnepatypi 2-8 °C/35-46 °F po Tpbox AHIB i
3amopoxxeHumu npu -20 °C/-4 °F gnsi 6inbLl TpuBanux nepioais.

7. NMpoueaypa aHanisy

7.1 NigroToByi 3axo4un nepen nNineTyBaHHAM

Po3BecTn KOHLEHTPOBaHI peareHTu:

PosBectn koHUeHTpoBaHui Bycep ans B3ipuis 1.5 AMCTMNbOBaHON
BoAow (Hanpuknag, 20 mn nntoc 80 mn).

PosBectn koHueHTpoBaHui [NpomusHuin Oydep 1:50 ancTunboBaHOK
BoAow (Hanpuknag, 20 mn nntoc 980 mn).

3pasku:

PosBecTtu 3pasku cuposatku 1:101 Bychepom ansi 3paska (1x)
Hanpwvknag, 1000 mkn 6ydepa gns 3paskiB (1x) + 10 Mkn cupoBaTku.
[o6pe nepewmiwatn!

MpomuBaHHA:

Migrotysatn 20 mn po3BeaeHoro npommsHoro bydepa (1x) Ha 8 nyHok
a6o 200 mn Ha 96 nyHok

Hanpuknag, 4 mn koHueHTpaty nnoc 196 Mn AMCTUNBOBaHOT BOAM.

ABTOMaTM30BaHe NPOMMUBaHHA:
BpaxyBaTu HagnuLKoBi o6csArn, HeoOXigHi Ans HanawTyBaHHS npunagy,
i MepTBi 06CArV AN aBTOMaTN30BAHOIO MiNeTyBaHHS.

PyyHe npoMuBaHHs:

Bupanutu pignHn 3 nyHoK nepeknaaHHam nnaHwerta. MNoctykatv pamkoto
3 MiKpOnyHKamMu eHepriiHo Ha uncTuid agcopbyrounii nanip. BHectn 300
MK pO3BEAEHOro NpPOMMBHOIO Oydepa B KOXHY NyHKy, novekatn 20
cekyHA. MoBTopMTYM BCIO NpoLeaypy Lie ABa pasu.

MikponnaHweTu:
PospaxyiiTe KinbKicTb NyHOK, HEOOXiAHUX ANs BUNpobyBaHHA. Buganutun
3aWiBi NyHKM 3 paMu, MOMICTUTK B NakeT i 36epiraT pasom 3 ocyLUlyBayem,
(2-8 °C/35-46 °F).

lNpuknad cmaHdapmHoi Kpueoi
Mwu pekomeHayeMO napanesnibHe nineTyBaHHs KanibpaTopiB Anst KOXHOro
aHaniay.

Kaniépamopu IgA 0D 450/620 Hm CV % (Bapiayis)
0 Op/mn 0.053 6.9
3 0a/mn 0.172 33
10 Op/mn 0.330 13
30 Op/mn 0.663 1.9
100 Oa/mn 1.302 1.0
300 Op/mn 2115 0.0
lMpuknad po3paxyHKy
MaujieHt Hy6nikat (OD) Cepepgte (OD) Pesynbtar (Oa/mn)
P01 0.863/0.852 0.858 51.0
P02 0.536/0.576 0.556 24.8

7.2 NpoBeaeHHA TeCTyBaHHA

Cxema ninetyBaHHs: AvB. [logaTok A, npoueaypa BUNPOOYyBaHHSA: AMB.
HOopnatok B

Mu pekoMeHAyeMO nineTyBaHHA 3pa3kiB i KanibpaTopiB y ABOX NPUMMipHUKaX.
Kani6patop Cut-off BUKOpucTOoBYBaTH TiNbKKN AN AKICHOrO aHanisy.

. BHecite 100 Mkn po3BedeHOi CUpOBaTKM KOXHOIO MauieHTa B
NPU3HAYeHi NyHKN.

. BHecite 100 wmMkn kanibpatopie abo Cut-off kanibpaTtopa i

HeraTmBHoro 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 (po3seaeruin 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 npomusHoro Bycdepa (po3seaeHuii 1:50).

BHecite 100 mkn TMB cybcTpaTt B KOXHY MYHKY.

Butpumarnite npotarom 30 xBunuH npu 20-32 °C/68-89.6 °F,

3axuLLeHOMY Bif, iIHTEHCMBHOIO CBIiTNa.

. BHeciTb 100 MKN CTOM PO34YMHY B KOXHY FYHKY, BMKOPWCTOBYIOYM
TOW >Xe NOpsiAOK, sIK NpU NineTyBaHHi cybcTpaTy.

. IHKyBYinTE 5 XBUNUH MiHIMYM.

e AriTyBaTu NnacTuHy peTenbHO NPOTArom 5 cex.

e  3uuratu abcopbuito npu 450 HM (onuiiHo 450/620 HM) npoTsirom 30
XBUIIVH.

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

uel npuknad Ons iHmepnpemauyir

KoxHa nabopaTtopis MOBMHHA BCTAHOBUTM CBOi MeXi HOpMarbHUX
3HayeHb, I'PYHTYIOUNCh Ha BIACHUX MeToAaX, KOHTPOMnsX, obragHaHHi i
nonynsauii  nauieHTiB  y  BiQNOBIAHOCTI 3i CBOIMW  BCTaHOBEHUMU
npoueaypamu.

Ona sAkicHoi iHTepnpeTauii 3uMTaTM ONTMYHY WinbHiCTb  Cut-off
kanibpartopa i 3paskiB nadieHTiB. NMopiBHATM OD nauieHta 3 OD Cut-off
kanibpatopa. ns sKicHOi iHTepnpeTauii MM pekoMeHAyeEMO po3rnsgaTv
cvpoBaTku B pgianasoHi 20% HaBKOMO MOPOroBOrO 3HAYEHHS, K
[BO3HauHi. Bci 3pasku 3 6inbl Bucokum OD BBaXaloTbCsi MO3UTUBHUMU,
3pasku 3 6inbL HM3bkuMu OD BBaXXarTbC HEraTUBHUMMU.

HeratuBHui: OD nayienra < 0.8 X OD cytoff
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:

cvpoBartka

10 mkn 3paska, possegeHoro 1:101 B 1x
Oydepi Ans 3paskis

90 xBunuH npu 20-32 °C/68-89.6 °F

0-300 Oag/mn

1.0 Og/mn

npu Temneparypi 2-8 °C/35-46 °F
BVIKOPVICTOBYWTE TiNbKW OpUriHanbHi
dnakoHu

96 TecTiB

3aranbHuM Yac iHKybauii:
Liana3oH kaniopyBaHHA:

AHaniTM4Ha YyTNUBICTb:

36epiraHHA:

KinbkicTb BU3Ha4eHb:
10. daHi npoayKTMBHOCTI

10.1 AHaniTnyHa YytnusicTtb
TecTtyBaHHA Bydepa ans 3paskie 30 pasiB Ha AESKULISA Ethanolamin-
A pano aHanituyHy Yytnueicte 1.0 Og/mn.

10.2 CneumdivHicTb i YyTNMBICTL

MikponnaHweTt nokputun ®occaTtamn-ETaHonamiHoOM i HaTUBHUM
BeTa2-I'nikonpoTteiHom| nioguHu. NepexpecHoi peakTUBHOCTI 3 iHWUMMN
ayToaHTUreHamm He CrocTepiranoch.

10.3 JliHiKHicTb

O6paHi cupoBaTku TecTyBanucb 3 LM Habopom i Byno BCTaHOBNEHO
NiHINHICTb  po3BedeHHA. Tum He MeHwe, 4epe3 HeoOHOPIOHICTb
XapakTepy mACBKUX ayTOaHTUTINT MOXYTb iCHyBaTW 3pasku, WO He
nianaratTb LbOMY NpaBuny.

8. KinbkicHa i flkicHa IHTepnpeTauis

[Ona KinbkicHOi iHTepnpeTauii nobygyBaTM CcTaHdapTHY KpuBy,
BiKNaBWM ONTUYHY WinbHicTe (OD) koxHoro kani6partopa (Bicb Y)
no BiAHOLUEHHIO A0 BiAMOBIAHWMX 3Ha4YeHb KoHUeHTpauii B Oa/mn (Bicb
X). [Ona [ocArHeHHs Havkpawyx pesynbTaTiB MU PEKOMeHOYEMO
BMKOpuCTaHHs log/lin koopguHat Ta 4-lMapameTpoBe HanawTyBaHHA. 3
OD koXHOro 3paska 34uTaTy BiAMoBiAHI KOHLEHTpaUii aHTUTIN, BUPaXeHi
B Oa/mn.

Ne dakrop BumipsHa OuikyBaHa BipHoBneHHs
3paska po3BefeHHs KOHLieHTpauis KOHLieHTpauis (%)
(Op/mn) (Op/mn)

1 1/100 234.0 240.0 97.5
1/200 115.0 120. 98.8
1/400 56.9 60.0 94.8
1/800 27.9 30. 93.0

2 1/100 61.2 58.4 104.8
1/200 29.0 29.2 99.3
1/400 13.9 14.6 95.2
1/800 6.9 7.3 945

HopmanbHuii giana3oH CyMHiBHMI giana3oH Mo3uTnBHI pesynbTtatu

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

10.4 TouHicTb
[ns BU3HAYEHHSA TOYHOCTI aHani3y, MiHNMBICTb (BCepeauHi i M cepigMu)
OLliHIOBanu LWUMSIXOM aHanisy oro BiATBOPIOBAHOCTI Ha TPbOX BifibpaHux




3paskax cupoBaTku, W06 npeacTaBuTM Aiana3oH B MOPIBHAHHI  3i 5
CTaHAapTHO KPUBOIO. STOP e ;
Intra-Assay Inter-Assay
Sample Mean cv Sample Mean cv \
No. (U/ml) (%) No. (Uiml) (%) — = _) _)

1 238.0 3.6 1 241.0 3.1 | |

2 58.0 6.9 2 60.0 58 —

3 23.0 53 3 20.0 5.9 +100 pl +100 uI 450 nm

10.5 KanibpyBaHHs
Yepes BiACYTHICTb MiXXHAPOAHOrO €TaroHHOro 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 KOHTPOIb

CC: Kanibpatop Cut-off

P1: nauienT 1

P2: nauieHT 2

P3: nauieHT 3

Hopatok B: MNMpoueaypa BUNnpo6yBaHHsA

Samples (1:101) / Controls °
WASHB
+100 pl 33U 3x 300u1
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+100 pl 30 3x 300p1
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