HABIP IDA

AnA po3AIbHOIO KIJIbKICHOIO TA
AKICHOIO BUSHAYEHHSA IgA TA/ABO IgG
AHTUTIN NPOTU OESAMIAOBAHUX
rMAQUH-CNEUUNPIYHUX NENTUAIB (DGP)

3517, Aeskulisa DGP-GA

Kamarnoe. Ne: 3517 Memoduka eid 12-12-2009

Kinbkicmb ;96 Bepcis 001
BupobHuk : AESKU. Diagnostics,
(Himey4uHa)

OcHoB0W npu _nNposedeHHi aHarizy € opueiHan iHcmpyKuil
aHanilcbKo Mo8o, eknadeHoi 8 Habip. Homep i dama
sepcii _opueziHany ma nepeknady iHCMPYKUii MOBUHHI
criignadamu.

1. MNpu3HayeHHn

AESKULISA DGP-GA € tTBepaodasHiM iMyHO(hEPMEHTHNM aHarnisom 3
BUKOPUCTAHHSAM CUHTETUYHMX, Ae3amigoBaHux, BugineHux 3 [MmiaguHy
nenTuaiB AnNs po3ginbHOrO KiNbKiCHOTO Ta SIKICHOTO BWM3HAYeHHs IgA
Ta/abo 1gG aHTUTIN nNpoTM aesamigoBaHux [niagnH-cneundidHMX
nentuais (DGP) B cupoBaTLUi kKpoBi NognHN.
AHania € iHCTpymMeHTOM B pAiarHocTuui
eHTeponarii).

ueniakii  (rnoTeH-4yTNMBOI

2. KniHiyHe 3acTtocyBaHHA i
iHCMpyKUii).

npuvuHUun adanisy (fJuse. opuziHan

lMpuHyun mecmy

3pasku cupoBaTku, po3basneHi 1:101, iHKyOyloTb B MikponnaHweTax 3
BHECEHHSAM KOHKPETHOrO aHTureHa. AHTUTING nauieHTa, $KWO BOHU
NpUCYTHI B 3pasKy, 3B'A3yl0TbCA 3 aHTureHom. HesB'szaHa dpakuis
BMMMBAETLCA Ha HACTYMHin ctagii. [MoTiM aHTu-nAckKi iMyHornobyniHu,
KOH'IOrOBaHi 3 NepoKcUaa3oko XpPoHy (KOH'toraT), iHKyOytoTh i BinbyBaeTbCs
peakuis 3 KOMMMNEeKCOM aHTUreH-aHTUTINO B 3paskax B MiKponnaHweTax.
HesB'si3aHnin KoH'toraT BMMMBAETbCS Ha HacTynHin cTagii. [ogaBaHHs
TMB cybcTpaty reHepye hepMeHTaTUBHY KONOPUMETPUYHY (CUHIN KoMip)
peakujto, sika 3ynMHAETLCA PO3BEAEHOK KUCMOTO (KOMIp 3MIHIOETbCH Ha
XoBTui). LLBUAKICTE YTBOPEHHSA KOMbOPY Bif, XPOMOreHy € (YHKLie
KiNIbKOCTi KOH'loraTy, NoB'a3aHoro 3 KOMMIEKCOM aHTUIeH-aHTUTINO, | BOHa
NponopuiiHa MNO4YaTKOBIN KOHLUEHTpaLjii BiAMOBIAHWMX AHTUTIN y 3pasky
naujieHTa.

3. KomnnekT noctaBku

Maromb 6ymu eiOHOEIeHi:

5x bydbep ans 3paskis 1 cnakoH, 20 mn - 5X KOHLEHTpOBaHWI
(6innn KoBMAYOK: XOBTUI PO3YMH)

Mictutb: Tpic, NaCl, BSA, a3ug Hatpito <0,1%
(KOHCEpBaHT)

1 dnakoH, 20 mn - 50X KOHLEHTpOBaHWM
(6innn KoBMAYoK: 3eNEeHNIN PO3YMH)

Mictutb: Tpic, NaCl, TeiH 20, a3ug HaTpito <0,1%

50x MpomunBHUIA Bydep

(KOHCEpBaHT)
Fomoei 0o eukopucmaHHs:
HeraTuBHUiA KOHTPONb 1 dnakoH, 1.5 mn (3eneHurt KoBnayok:

6e36apBHUIA PO3YUH)
Mictute: Jlloacbka nnasma
HaTpito <0,1% (KOHCepBaHT)

(po3BeneHa), asug

MO3NTMBHUI KOHTPONb 1 drakoH, 1.5 mMn (4epBOHWMI KOBMAYOK:
XKOBTUI PO3YMH)
Mictutb: Jliogcbka nna3va (po3BegeHa), asug

HaTpito <0,1% (KOHCepBaHT)

1 dnakoH, 1.5 Mn (CUHIA KOBNAYoK: XXOBTWI
PO34MH)

MicTuTb: nioacbky nnasmy (po3BefeHy), asua
HaTpito <0,1% (KOHCepBaHT)

6 dnakoHis, 1.5 mn koxeH 0, 3, 10, 30, 100,
300 Opg/mn  (komip  nigcunetbcs 3
KOHLEHTPALLEI0: )XOBTUMA PO3YNMH)

MicTuTb: nioacbky nnasmy (po3BefeHy), asug
HaTpito <0,1% (KOHCepBaHT)

1 cpnakoH, 15 mn IgA (4epBOHWMIA KOBMAYOK:
YEPBOHUIA PO34MH)

1 dnakoH, 15 mn 1gG (CUHI KOBNAYOK: CUHIN
PO34MH)

MicTutb: AHTU-IMYHOrNOGYNiHW NIOAUHW, KOH'lOroBaHi
3 NepoKCMaa3or XpoHy

KanibpaTop Cut-off

Kani6paTtopu

KoH’torat

Cy6bctpaTt TMB 1 cprmakoH, 15 mMn (HYOpHWUIA KOBMaYoK)

MictuTtb: cTabinisosaHuii TMB/H,0,

Cron PosuunH 1 dmnakoH, 15 wmn (GinuiA  KoBMAYoK:
6e36apBHUIA PO3UUH)
MictnTb: 1 M consHoi kncnotun

MikponnaHweTt 12 X 8-nyHKOBUX CMYXOK, AKi

BiJOKPEMIIOOTLCS
MoKkpUTTS AMB. NYHKT 1

Heob6xidHi mamepianu, ujo He nocmayaromscsi:

MnaHweTHun pigep 3 dinbTpom 450 HM | onuiMHMUM pedepeHTHUM
dinbTpom 620 HM (600-690 HM). CknsiHuM nocyg (umniHgp 100-1000 mn),
npobipkn Ans po3sefeHHs. BopTeke, ninetku npeumsiiini (10, 100, 200,
500, 1000 mkn) abo perynboBaHa MynbTuninetka (100-1000 mm).
MikponnaHweTHui Mpuctpin ana npomuskn (300 MKN MNOBTOPHOBaHHS
abo OaratokaHanbHa ninetka abo aBToMaTM30BaHa cucTema),
apcopbyoyunii nanip.

Hawi TecTu npu3HayeHi Ansi BUKOPUCTAHHSA 3 OYULLEHOK BOJOK
BignoBigHO A0 BM3HaveHHs ®apmakonei CLUA (USP 26 — NF 21) Ta
€Bponericbkoi Papmakonei (Eur. Ph. 4-e Bug).

4. 36epiraHHs Ta TepMiH NpuaaTHOCTI

36epirati BCi peareHTV i MikponnaHweT npu TemnepaTypi 2-8 °C/35-46
°F, B opwriHanbHin ynakoBui. [OTOBIi, BiOHOBMNEHI PO34YMHU CTabINbHI
npotsarom 1 Micauss npu Temnepatypi +4 °C/39 °F, sk MiHiMym.
Peazenmu i mikponnaHwem NMOUHHI euKkopucmogyeamucsi minbKu
8 Mexax mepMmiHy npudamHocmi, 3a3Ha4eHO20 Ha KOXHOMY
KOMMoHeHmi. YHukalime iHmeHcueHo20 ennuey ceimna Ha TMB
po34uH. 36epizalime MikponnaHwemu e npu3HayveHil Ons ybo20
¢hosib3i, 8 momy qucni 3 ocywyeayqem, i WinbHO 3akpusatime.

5. 3axoam 6e3neKu BUKOPUCTaAHHS

5.1 He6e3neka ans 380poB'A

Lel npodykm npu3HayeHuli minbku 4J151 QIAFHOCTUKU IN VITRO.
TakvuM YMHOM, TifbKM MepCoHar, HaBYeHWI i cneujianbHO iHOPMOBaHWIN
LWOAO MeTodiB AiarHOCTMKM B Mpobipui, MOXe NpoBoAMTU aHani3. Xova
Lev NpoAyKT He BBaXKAETbCA OCOOGMUBO TOKCMYHUM abo HebedneyHum B
YyMOBax HOPMarbHOro BUKOPUCTaHHS, MPUTPUMYNTECH HACTYMNMHUX 3axX0aiB
ONs MakcumarnbHOI 6e3neku:

PekomeHdauii ma 3axodu 6e3neku

Lleii komnnekT MiCTUTb MOTeHUiHO HebeaneyHi KOMMOHeHTU. Xoua
peareHTU He knacudikoBaHi SK nogpasHuWK Ans o4Yen i WKipu, Mu
PEKOMEHAYEMO YHMKHYTM KOHTaKTy 3 O4YMMa Ta LKIpOK | HOCUMTU
0OHOPAa30Bi pyKaBUYKM.

YBAIA! Kanibpatopu, KoHTponi Ta Bydepu mictate asug HaTpito (NaN3)
sk koHcepBaHT. NaN; mMoxe OyTM TOKCUYHUM, SKLO WAOro MPOKOBTHYTU
abo npu nonagaHHi Ha wWkipy i o4i. NaN3; Moxe pearyBaTu 3i CBUHLEM i
migato i hopmyBaTu BMOYxoHebe3neuHi asuan metanis. Mpy 3HWLLEHHI,
3MUTU 3 BEMUKOIO KiMNbKICTIO BOAW, LWOO 3anobirtv HakonuM4eHHo as3vais.
Byab nacka, 3BepHiTbCA A0 npouedyp Ae3akTuBalii, ik ue BUKNageHo
CDC abo [0 iHWwmMx MicueBux/HaLioHanbHUX KEPIBHUX MPUHLMMIB.

He nanitb, He iXTe i He NuiTe npu poboTi 3 Habopom.

He ninetyBaTtun potom.

Becb BuxigHvI niogcbkuii MmaTepian, Lo BUKOPUCTOBYETLCS ANS OESKUX
peareHTiB UbOro Habopy (KOHTpomi, cTaHgapTv, Hanpuknap) 0ys
NpOTECTOBaHWI CxXBaneHUMU meTogamu, i 6yB HeratwuBHuM Ao HbsAg,
renatuty C Tta BIJT 1. MNpoTe, xoOeH TecT He MOxe rapaHTyBaTu
BiICYTHICTb BIpyCHMX areHTiB y Takux Martepianax MOBHIiCTI. Takum
YMHOM, MOBOAMTUCH 3 KOHTPOMSIMW, CTaHOapTamu i 3paskamu nauieHTiB
K 3 MOTEHUINHMM JXepernoM iHeKUiHMX 3axBOptoBaHb i BIANOBIAHO A0
HauioHanbHNX BUMOT.

5.2 3aranbHi 3ayBaXxeHHs WOA0 BUKOPUCTAHHA

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

MpuBecTn BCi KOMMOHEHTU A0 KiMHaTHOI TemnepaTtypu (20-32 °C/68-89.6
°F) nepep BuKopucTaHHsM, Q[obpe nepemiwaTtn i [OTPUMYBaTUCH
pekoMeHO0BaHOI iHKybaLiiHOi cxemMn Ansi OnTUManbHOTO BUKOHAHHS
TecTy.

IHky6auin: Mu pekomeHayemo npoBoauTu Tect npu 30 °C/86 °F ansa
aBTOMaTU30BaHUX CUCTEM.

Hikonu He nippaBaviTe KOMMNOHEHTW GinNbLL BUCOKiI TeMnepaTypi, Hix 37
°C/98.6 °F.

3aBxan NpoBOAUTM MNINETYBaHHSA PO34MHY cybCTpaTy Tinbku 3 HOBMMMU
HakoHeYHuKamn. 3axuwaTn Luel peareHT Big cBeiTna. Hikonu He
nineTyBatu KoH'loraT 3 HaKOHEYHMKaMu, SKi BMKOPUCTOBYBanucb 3
iHLWIMMK peareHTaMu 40 LUbOoro.

6. Biabip npo6, BukopucTaHHA Ta 36epiraHHsA
BukopucToByiTe nepeBaxHO 3ibpaHi HewodaBHO 3pas3ku CUMpPOBATKW.
3abip KpoBi MOBMHEH NPOBOAUTUCH BifMNOBIAHO 40 OEPXKABHUX 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 uuCTi, Cyxi i NMopoxHi Mpobipku. [licna
cenapalii, 3pasku cMpoBaTku cni BUKOPUCTOBYBAaTW Bigpa3sy, 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 3axoau nepen nineTyBaHHAM

Po3BecT KOHLIEHTPOBaHi peareHTu:

PosBectn KoHueHTpoBaHun Oydep Ansa B3ipuie 1:5 auMcTUnboBaHOK
Bogoto (Hanpwknag, 20 mn nntoc 80 mn).

PosBecTn koHueHTpoBaHui NpomuBHuiA Gydep 1:50 aMcTURNbOBaHOK
Bofoto (Hanpuknag, 20 mn nntoc 980 mn).

3pasku:

PosBecTtu 3pasku cuposatku 1:101 6ychepom ans 3paska (1x)
Hanpwuknaa, 1000 mkn 6ydhepa ansa 3paskiB (1x) + 10 MKn cumpoBaTKu.
Ho6pe nepewmiwatu!

NMpomuBaHHA:

MigrotyBat 20 mn po3seaeHoro npomusHoro Gydepa (1x) Ha 8 nyHok
abo 200 mn Ha 96 nyHok

Hanpwvknag, 4 mn koHUeHTpaTty nnoc 196 Mn aAucTunboBaHoi BOAM.

ABTOMaTM30BaHe NPOMMUBaHHA:
BpaxyBaTu HagnuLukoBi 06carM, HeobXiaHi Ana HanawTyBaHHSA npunagy,
i MepTBi 06CArv ANst aBTOMaTN30BaHOro NiNeTyBaHHS.

PyyHe npoMuBaHHs:

Bupanutu piguHu 3 nyHoK nepekuaaHHaM nnaHwerta. MocTykaTv pamkoto
3 MIKpOnyHKamMun eHepriiHo Ha uYnicTuii agcopbyrounii nanip. BHectn 300
MKIT pO3BEAEHOro MpPOMMBHOIO Oydepa B KOXHY FyHKy, nodyekatn 20
cekyHa. MoBTOpUTYM BCIO Npoueaypy Lie ABa pasu.

MikponnaHweTu:
PospaxyiiTe KinbKicTb NyHOK, HeobXigHWX Anst BunpobysaHHs. Buganutn
3aliBi NyHKM 3 paMu, MOMICTUTM B NakeT i 36epiraT pasom 3 ocyLLyBa4em,
(2-8 °C/35-46 °F).

lMpuknad cmaHdapmHoi Kpueoi
Mu pekomeHOyemo nineTyBaHHsi kanibpaTtopa Cut-off napanenbHo vy
KOXHili MOCTaHOoBL.

Kani6pamopu IgA/G OD 450/620 Hm CV% (eapiauyis)
0 Oa/mn 0.039 0.0
3 Op/mn 0.135 1.1
10 Op/mn 0.313 3.2
30 Oa/mn 0.552 3.6
100 Oa/mn 1.187 3.5
300 Og/mn 2.031 3.2
lMpuknad po3paxyHKy
Mauient | Ay6nikar (OD) CepepHe (OD) PesynbTar
P 01 1.017/1.029 1.023 85.6
P 02 0.498/0.494 0.496 29.4

7.2 NpoBeaeHHA TeCTyBaHHA

Cxema nineTyBaHHs: auB. flogatok A, npoueaypa Bunpo6yBsaHHs: aue. lonatok B

Mu pekomeHZyeMo nineTyBaHHsA 3pa3kiB i kaniopaTopis y ABOX NPUMipHUKAX.

Cut-off KaniGpatop noBuMHeH BMKOPUCTOBYBAaTUCHA TiNbKM [Nsi  AKICHOTO

BU3HAYEHHA.

TMPUMITKA: SAkujo knacu aHmumin (IgG ma IgA) eusHayarombCs napasnesibHo,

Kanibpamopu, KOHmponi i 3pasku NOBUHHI aHanizyeamucb O/l KOXHO20 Knacy

aHmumin okpemo.

. BHecitb 100 Mkn po3BedeHOi CMpPOBaTKM KOXHOrMO MauieHTa B
npu3HayeHi NyHku.

e Brecitb 100 mkn kanibpatopie a6o Cut-off Kanibpatopa Ta

HeratuBHuii i NO3UTUBHWIA KOHTPONI B NPU3HAYEHi MTYHKW.

Butpumarite npotsrom 30 xsunuH npu 20-32 °C/68-89.6 °F.

Bumunte 3x 3 300 mkn npomusHoro 6ydepa (po3seferuin 1:50).

BHeciTb 100 MK KOH'toraTy B KOXHY NyHKY.

Burtpumaiite npotarom 30 xsunuH npu 20-32 °C/68-89.6 °F.

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

BHecite 100 mkn TMB cybcTpaTy B KOXHY MYHKY.

Butpumaiite npotsrom 30 xBunuH npu 20-32 °C/68-89.6 °F,

3axvLLEeHOMY Bifj iHTEHCVBHOrO CBiTNa.

e  BHecitb 100 MK CTON PO3YMHY B KOXHY NYHKY, BUKOPUCTOBYOHM
TOW >Xe NOPSAOK, SiK Npu nineTyBaHHi cybcTparTy.

. IHKyBYinTE 5 XBUNUH MiHIMYM.

e  AriTyBaTu NnacTuHy peTenbHO NPoTArom 5 cek.

e 3uuratu abcopbuito npu 450 HM (onuiiHo 450/620 Hm) npoTarom 30
XBWJIWH.

[aHi, xapakTepHi Ana KOHKPETHOro NMoTy, 3HaXOAATLCA B JINCTI KOHTPOIIO
sikocTi. MeanyHi nabopaTopii MoXyTb npoBoAuTU cBit KoHTpornb AkocTi
BMKOPVCTOBYOUM BRacHi KOHTPOri i/abo BHYTPILLHI Nyn cMpoBaToK, SIK Lie
nepenbayeHo Hopmamm €C.
He eukopucmosysamu ueu
pe3ynbmamie nayieHmis!

npuknad oOna iHmepnpemauii

KoxHa naGopaTopisi NOBMHHA BCTAHOBUTM CBOi MeXi HOpManbHUX
3HauveHb, I'PYHTYIOYMChb HA BNAcHUX MeTodax, KOHTPOMsAX, obnagHaHHi i
nonynsuii  mauieHTiB  y  BigNOBIAHOCTI  3i CBOIMM  BCTAHOBIIEHUMW
npouegypamu.

Ons  sakicHoi iHTepnpeTtauii 3uMTaTM ONTUYHY wWinbHiCTb Cut-off
kanibpatopa i 3pa3kiB nauieHTiB. MopiBHATM OD naujeHta 3 OD Cut-off
kanibpatopa. Ons sikicHoi iHTepnpeTauii MM pekoMeHAyeMO po3rnsaaTu
cvpoBaTkm B pgianasoHi 20% HaBKOMO MOPOroBOrO 3HAYeHHH, SK
OBo3HauyHi. Bei 3pa3ku 3 6inbl Bucokum OD BBaxatoTbCs MO3UTUBHUMMU,
3pasku 3 6inbL HU3bkMMKU OD BBaXaloTbCA HEraTUBHUMMU.

HeratuBHumn: OD qayienra < 0.8 X OD cyteoff
CyMHiBHUN: 0.8 X OD cytoff < OD nayienra < 1.2 X OD cyt-of
Mo3ntTuBHUMA: OD nayjienra > 1.2 X OD cyteoft

9. TexHiuHi AaHi
Marepian 3pa3ka:
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 Oa/mn

1.0 Og/mn

3aranbHui Yac iHkyGauii:
Liana3oH kaniopyBaHHA:
AHaniTM4YHa YyTNMBICTb:

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

KinbkicTb BU3Ha4eHb: 96 TecTiB

10. laHi npoAyKTUBHOCTI

10.1 AHaniTnyHa Yytnusictb

TecTyBaHHA Oydepa gna 3paskiB 30 pasiB Ha AESKULISA DGP-GA
[ano aHanituyHy vytnueictb 1.0 Og/mn.

10.2 CneumdivHictb i YyTnusictb
MikponnaHLwweTn NOKPUTI CUHTETUYHNMU, Ae3aMiAOBaHUMK, BUAINEHUMU 3
[niagnny nentngamu.

10.3 JliHiMHicTb

O6paHi cupoBaTku TecTyBanucb 3 UMM Habopom i 6yrno BCTaHOBNEHO
NiHINHICTb  po3BefeHHA. Tum He MeHwe, 4Yepe3 HeoOHOPIOHICTb
XapakTepy MACbKUX ayTOaHTUTIN MOXYTb iCHyBaTW 3pasku, WO He
NignNsaralTb LbOMY NpaBuny.

8. KinbkicHa Ta flkicHa IHTepnpeTauis

Ona kinbkicHOi iHTepnpeTauii noGygyBaTu CcTaHAapTHY KpuBY,
BiAKNaBWM ONTUYHY wWinbHicTb (OD) koxHoro kani6patopa (Bicb Y)
no BiAHOLUEHHIO A0 BiAMOBIAHWMX 3Ha4YeHb KoHUeHTpauii B Opa/Mmn (Bicb
X). [Ons [OCArHeHHs Havkpawmx pesynbTaTiB MU PEKOMEHOYEMO
BukopucTaHHs log/lin koopauHaT Ta 4-MNapameTpoBe HanawTyBaHHA. 3
OD koXHOro 3paska 34uTaTy BiAMOBiAHI KOHLEHTpaUil aHTUTIN, BUPaXeHi
B Oa/mn.

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

1 1/100 66.1 64.8 102.1
1/200 33.6 32.4 103.7
1/400 14.1 16.2 87.0
1/800 7.3 8.1 90.1

2 1/100 25.3 23.2 109.1
1/200 11.7 11.6 100.9
1/400 4.8 5.8 82.8
1/800 25 2.9 86.2

HopmanbHumn CyMHiBHMI piana3oH Mo3unTuBHi
giana3soH pe3ynbTatu
<12 Oa/mn 12-18 Oa/mn > 18 Oa/mn

10.4 TouHicTb

[ns BU3Ha4YeHHSA TOYHOCTI aHanidy, MiHNUBICTb (BCepeauHi i Mk cepisiMu)
OLliHIOBanu LWNSXOM aHanisy /oro BiATBOPIOBAHOCTI Ha TPbOX BifibpaHnx
3paskax cupoBaTku, LWO6 MpeacTaBUTU Aiana3oH B MOPIBHSAHHI - 3i
CTaHOAPTHOK KPUBOHD.




Intra-Assay Inter-Assay
Sample Mean cv Sample Mean cv
No. (U/ml) (%) No. (U/ml) (%)
248 26 1 282 1.1
715 39 2 828 51
140 6 36 3 16687 39

10.5 KanibpyBaHH#
Yepes BiaCyTHICTb pedepeHTHUX MaTepianiB aHania kanibpyetbcsi B
Oa/mn.

OOOATOK A: Cxema nineTyBaHHA

Mu nponoHyeMo nineTyBaHHA kani6paTtopiB, KOHTponiB i 3pa3kiB
HaCTYMHUM YMHOM:

[Ons kinbkicHOI iHTepnpeTauii BukopucToByBaTU KanibpaTtopu, Lwob
nobyaysaTtn cTaHgapTHY KpUBY.

[ns sikicHoi iHTepnpeTauii BukopuctoByBaTu Cut-off kanidpatop.

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 11 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: kani6patop C, CalD:
kani6patop D, CalE: kanibpatop E, CalF: kanibpatop F

PC: MNo3nTUBHWI KOHTPOIb

NC: HeraTuBHWIA KOHTPOIb

CC: Kanibpatop Cut-off

P1: nauienT 1

P2: nauieHT 2

P3: naujeHT 3

Cal aHTureH: aHTureH ans kanibpaTopis

Hopatok B: MNMpoueaypa BUNnpo6yBaHHsA

Samples (1.101) / Controls °
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