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OcHogot0 npu nposedeHHi aHasizy € opueiHan iHcmpykuii
aHeriticbkor Mook, ekriadeHoi 8 Habip. Homep i dama
s8epcii _opueiHany ma nepeknady iHCMPYKUii MO8UHHI
cnignadamu.

1. Mpu3HayeHHs

AESKULISA Intrinsic Factor € TBepgodasHum iMyHO(EPMEHTHUM
aHanisoMm 3 peKkoMOiHaHTHUM IIOACHKUM BHYTPILIHIM akTopoM Ans
KifIbKICHOTO Ta SKICHOrO BM3HayeHHst |gG aHTWUTIN MpPOTWM BHYTPILHLOMO
dakTopa.

AHania € iHCTpyMEHTOM B AiarHOCTUUi 3rMosiKicHOi aHeMmii (aHemis
Bupmepa).

2. KniHiyHe 3acTtocyBaHHA i
iHCcmpykuii).

npuHUun adanisy (fJuse. opuziHan

lMpuxyun mecmy

3pasku cupoBaTtku, po3basneHi 1:101, iHkyOyoTb B MikponnaHweTax 3
BHECEHHAM KOHKPETHOrO aHTureHa. AHTUTING nauieHTa, $KWO BOHU
NpUCYTHI B 3pasKy, 3B'A3yl0TbCH 3 aHTUreHom. Hess'szaHa dpakuis
BMMMBAETLCS HA HACTYMHIiN cTagii. MoTiM aHTu-noackki iMyHOrnobyniHu,
KOH'IOrOBaHi 3 NepoKcnaa3oko XpPoHy (KOH'toraT), iHKyOytoTh i BinbyBaeTbCs
peakuis 3 KOMMMEeKCOM aHTUreH-aHTUTINO B 3paskax B MiKponmaHLweTax.
HesB'a3aHui KoH'toraT BMMMBAETLCH Ha HacCTynHin ctagii. JoaaBaHHS
TMB cybcTpaty reHepye hepMeHTaTUBHY KONOPUMETPUYHY (CUHIN Komip)
peakuijto, sika 3yNMHAETLCA PO3BEAEHOK KUCOTO (KOMIp 3MIHIOETbCH Ha
xoBTuin). LLUBMAKICTE YTBOPEHHSI KOMbOPY Bif, XPOMOreHy € (yHKLie
KiNbKOCTi KOH'loraTy, NoB'A3aHoOro 3 KOMMIEKCOM aHTUreH-aHTUTINO, | BOHa
NponopLiiHa MNO4YaTKOBIN KOHLEHTpaLii BiAMOBIAHWMX AHTUTIN y 3pasky
nauieHTa.

3. KomnnekT noctaBku

Maromb 6ymu eiOHOEI€eHi:

5x bBydbep ans 3paskis 1 cnakoH, 20 mn - 5X KOHLEHTpOBaHWI
(6inni KoBMAYOK: XOBTUINA PO3YMH)
Mictutb: Tpic, NaCl, BSA, a3ug Hatpito <0,1%
(kOoHCepBaHT)

50x MpomuBHuI Bydep 1 cnakoH, 20 mn - 50X KOHLEHTpOBaHWI
(6innn KoBMAYoK: 3€NEeHNIN PO3YMH)
Mictutb: Tpic, NaCl, TeiH 20, a3ug HaTpito <0,1%
(KOHCEpBaHT)

Fomoei 0o eukopucmaHHsi:

HeraTuBHUIA KOHTPOMb 1 dnakoH, 1.5 mn (3eneHurt KoBnavok:

6e36apBHUIA PO34UH)
Mictutb: Jltoacbka nnasma
HaTpito <0,1% (KOHCepBaHT)

(po3BepeHa), asug

MO3NTMBHUI KOHTPOMb 1 dnakoH, 1.5 Mn (4epBOHUIA KOBMAYOK:
XKOBTUI PO3YMH)
Mictutb: Jliogcbka nna3va (po3BegeHa), asug

HaTpito <0,1% (KOHCepBaHT)

1 dnakoH, 1.5 Mn (CWHIA KOBMAYoK: XXOBTWI
PO34MH)

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

6 donakoHie, 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)

KanibpaTop Cut-off

KanibpaTtopu

KoH’torat 1 dpnakoH, 15 mn IgG (CuHI KOBNAYOK: CUHIN
PO34MH)
MicTnTb: AHTK-iMyHOrNOBYNiHW NOAMHW, KOH'IOroBaHi
3 NEepOKCAa300 XPOHY

Cy6eTpat TMB 1 donakoH, 15 Mn (YopHUI KOBNAYOK)
MictuTb: cTabinizosanuin TMB/H,0»

Cton Po3uuH 1 ¢nakoH, 15 wmn (6inuin  KoBnmayok:

6e36apBHUIA PO34UH)
Mictutb: 1 M consiHoi kucnoTu

MikponnaHweTt 12 X 8-nyHKOBUX
Biﬂ,OerMJ‘I}OFOTbCH
MokpuTTS AMB. NYHKT 1

CMYXOK, AKi

Heob6xidHi Mamepianu, ujo He mocmayaromascsi:

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

Hawi TecTn npu3HayeHi ANS BUKOPUCTaHHA 3 OYMLLEHO BOAOID
BignoBigHO A0 BM3HaveHHa Papmakonei CLUA (USP 26 — NF 21) Ta
€sponeicbkoi Papmakonei (Eur. Ph. 4-e Bug).

4. 36epiraHHs Ta TepMiH npuaaTHoOCTI

36epiratu BCi peareHTV i MikponnaHweT npu Temnepatypi 2-8 °C/35-46
°F, B opwuriHanbHin ynakoBui. [OTOBi, BigHOBMEHI pPo3unHU cTabinbHI
npotarom 1 Micaus npu Temnepatypi +4 °C/39 °F, aK MiHiMyMm.
Peazenmu i mikponnaHwem NMOBUHHI euKopucmosgyeamucsi minbKu
8 Mexax mepMmiHy npudamHocmi, 3a3Ha4eHoO20 Ha KOXHOMY
KOMIMOHeHmi. YHukalime ijHmMeHcueHo20 erniugy ceimna Ha TMB
po34yuH. 36epizalime MikponnaHwemu e npu3HaveHil Ons Ybo20
¢honb3i, 8 momy yucsi 3 ocywyeayem, i WinbHO 3akpueatime.

5. 3axoam 6e3nekn BUKOPUCTaHHS

5.1 He6Ge3neka ans 380poB's

Leld npodykm npu3HayeHul minbku 4151 QIAFHOCTUKU IN VITRO.
TaknMm YMHOM, TiNbKWM NepcoHarn, HaB4YEeHU i cneuianbHO iHbopMoBaHUN
LWOAO MEeTOoZAiB AiarHOCTUKM B Mpobipui, MOxe NpoBoAMTU aHani3. Xova
Leln NpoayKT He BBaXaeTbCH OCOBNMBO TOKCUYHMM abo HebedneyHum B
YMOBax HOpPMaribHOrO BUKOPUCTaHHS, MPUTPUMYATECH HACTYMHMX 3aX0fiB
Ons MakcumanbHoI 6e3neku:

PekomeHOauii ma 3axodu 6e3neku

Llem komnnekt MiCTUTb MOTEeHLUiNHO Hebe3neyHi KommoHeHTU. Xouva
peareHTU He krnacudikoBaHi SK nogpasHuWK Ans o4Yen i WKipyu, Mu
PEKOMEHOYEMO YHUKHYTU KOHTaKTy 3 O4YMMa Ta LUKIpoW i HOCUTK
OHOPAa30Bi pPyKaBUYKM.

YBATIA! Kanibpatopu, KonTtponi Ta Bydepu mictate asmg HaTpito (NaN3)
sik KoHcepBaHT. NaN3 Moxe OyTU TOKCUYHUM, SIKLLO MOr0 MPOKOBTHYTM
abo npu nonagaHHi Ha wWkipy i ovi. NaN; Moxe pearyBaTu 3i CBUHLEM i
migato i dopmyBaTn BMOyxoHebe3neyHi asvan metanis. lNpy 3HWLLEHHI,
3MUTU 3 BENUKOK KiNbKiCTIO BOAMW, W06 3anobirt HakonuyeHHo asuais.
Byab nacka, 3BepHiTbCA OO0 mMpoueadyp Ae3akTuBalii, SK Le BUKNageHo
CDC ab0 go iHWKX MicLeBUX/HaLiOHANBbHNX KEPIBHUX NPUHLUMMIB.

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

He ninetyBatu poTtom.

Becb BuxigHui nioacbkuii MaTtepian, WO BUKOPUCTOBYETLCHA ANA AeSKUX
peareHTiB LbOro Habopy (KOHTponi, cTaHgapTv, Hanpuknag) OyB
NpoTEeCTOBaHWI CxBaneHMMn meTogamu, i 6yB HeratuBHum o HbsAg,
renatuty C T1a Bl 1. lpoTe, xoOoeH TeCcT He MOXe rapaHTyBaTu
BiACYTHICTb BIpPYCHMX areHTiB Yy Takux MaTtepianax MoBHICTIO. Takum
YMHOM, MOBOAMTMCH 3 KOHTPOMSMU, CTaHAapTamu i 3paskamy nauieHTiB
SIK 3 NOTEHUIHUM [HKepenoM iHPEKLIMHNX 3aXBOPIOBaHb i BiAMOBIAHO 4O
HaLjioHanbHWUX BUMOT.

5.2 3aranbHi 3ayBaXeHHS WOA0 BUKOPUCTaHHSA

He 3wmiwyiite i He 3aMiHlolTe peareHTUM abo MikponnaHweTn 3 pi3HKX
noris. Lie moxe npusectn Ao 3MiH B pe3ynbTartax.

[MpuBecCTN BCi KOMMOHEHTU A0 KiMHATHOI Temnepatypu (20-32 °C/68-89.6
°F) nepen BuKOpuCTaHHsIM, [0OOpe nepemiwaTtn i [OOTpUMYBaTUCH
pEKOMEeHAO0BaHOI iHKybaUiHOT CxeMu Ans ONTMMAanbHOrO BUKOHAHHSA
TecrTy.

IHky6auin: Mu pekomeHayemo nposoauTtu tect npu 30 °C/86 °F ansa
aBTOMaTU30BaHMX CUCTEM.

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

3aBxan NPOBOAUTM MiNETyBaHHA PO34MHY CybCcTpaTy TiNbku 3 HOBMMMU
HakoHe4yHukamun. 3axvaTtv uen peareHT Big cBitna. Hikonn He
nineTyBaT KoH'loraT 3 HaKOHEeYHWKaMK, $Ki BMKOPUCTOBYBanMCb 3
iHLWMMK peareHTaMu 40 LibOoro.

6. Binbip npo6, BukopucTtaHHA Ta 36epiraHHsA
BukopucTtoByliTe nepeBaxHO 3ibpaHi HewoaaBHO 3pasku CUMPOBATKW.
3abip KpoBi NOBMHEH NPOBOAWUTUCH BiAMOBIAHO A0 AEPXKaBHMUX BUMOT.

He  BuKOpuCTOBYyWTE  iKTEpW4Hi, ninemiyHi, remoni3oBaHi abo
bakTepianbHO 3abpyaHeHi 3pasku. CupoBaTka 3 YacTkaMu NOBWMHHA OyTn
OuMLLEeHa LUeHTpUdYyryBaHHAM 3 HU3bkoto wBuakicTio (<1000 x g). 3pasku
KPOBi MOBMWHHI OyTn 3ibpaHi B 4mucTi, cyxi i MopoxHi npobipku. licns



cenapadii, 3paskv cMpoBaTKu Cnif BMKOPUCTOBYBAaTW Bigpa3sy, 36epiratu
LWiNbHO 3akpuTUMn npu Temnepatypi 2-8 °C/35-46 °F g0 TpbOX AHIB i
3amopoxxeHuMm npu -20 °C/-4 °F gnsa GinbLly TpuBanux nepiogis.

7. Mpouenypa aHanisy

7.1 NigroToByi 3axoau nepen nineTyBaHHAM

Po3BecTn KOHLIEeHTPOBaHi peareHTu:

PosBecTn KoHUeHTpoBaHui Oydep ans B3ipuis 1:5 AWCTUNBLOBAHOK
Bogoto (Hanpwknag, 20 mn nntoc 80 mn).

PosBectn koHueHTpoBaHui [NpomusHuiA Gydep 1:50 aMcTUnbOBaHOK
Bopot (Hanpuknagd, 20 mn nntoc 980 mn).

3pazku:

PosBecTtu 3pasku cuposatkm 1:101 6ychepom ans 3paska (1x)
Hanpwuknag, 1000 mkn 6ydpepa ansa 3paskis (1x) + 10 MK cupoBaTK.
[o6pe nepewmiwatn!

MpomuBaHHsA:

Migrotysatn 20 mn po3seaeHoro npomusHoro Gydpepa (1x) Ha 8 nyHok
abo 200 mn Ha 96 nyHok

Hanpuknag, 4 mn koHueHTpaty nnoc 196 Mn AMCTUNBLOBaHOT BOAM.

ABTOMaTM30BaHe NPOMMBAHHA:
BpaxyBaTu HagnuLiKoBi o6csrn, HeoOXiaHi AN HanawTyBaHHS npunagy,
i MepTBi 06CArv AN aBTOMaTU30BaHOIO MiNeTyBaHHS.

PyyHe npomMuBaHHs:

BupanuTtu pignHmn 3 nyHok nepekuaaHHam nnaHwerta. Moctykatv pamkoto
3 MiKpOnyHKamMu eHepriiHo Ha uYucTuid agcopbyrounii nanip. BHectn 300
MKN pO3BEdeHOro NpPoMMBHOIO Oydepa B KOXHY NyHKy, novekatn 20
cekyHA. MoBTopMTY BCIO NpoLeaypy Lie ABa pasu.

MikponnaHweTu:
PospaxyiiTe KinbKicTb NyHOK, HEOOXiAHUX ANst BUNpobyBaHHA. Buganutun
3aliBi NyHKM 3 paMu, MOMICTUTM B NakeT i 36epiraT pasom 3 ocyLUyBa4em,
(2-8 °C/35-46 °F).

10 Og/mn 0.322 2.2
30 Oa/mn 0.615 1.3
100 Og/mn 1.239 3.0
300 Oa/mn 2.141 1.3

lpuknad po3paxyHKy

MauieHT | Ay6nikar (OD) CepegHe (OD) PesynbTar
P 01 1.275/1.259 1.267 101.0
P 02 0.668/0.673 0.671 34.3

7.2 NpoBeaeHHA TeCTyBaHHA

Cxema ninetyBaHHs: AvB. [logaTok A, npoueaypa BUNPOOYBaHHSA: AMB.
Oopnatok B

Mu pekoMeHAyeMoO nineTyBaHHA 3pa3kiB i KanibpaTopiB y ABOX NPMMipHUKaX.
Cut-off Kanibpatop noBuHEeH BWMKOPUCTOBYBAaTUCA TiNlbKW ANA sIKiCHOro
BU3HaYEeHHA.

. BHecite 100 Mkn po3BedeHOi CMpOBaTKM KOXHOIO MauieHTa B
NpU3HaYeHi NyHKW.

e Brecitb 100 mkn kanibpatopie abo Cut-off Kanibpatopa Ta

HeraTtvBHuiA | [O3UTUBHUIA KOHTPONI B MPU3HAYEHI NYHKK.

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

Bumunte 3x 3 300 mkn npomusHoro 6ydepa (po3seaeruin 1:50).

BHeciTe 100 MK KOH'toraTy B KOXHY MYHKY.

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

Bumuiite 3x 3 300 mkn npomumsHoro Bydepa (po3seaeHuii 1:50).

BHecite 100 mkn TMB cybcTpaTy B KOXHY MyHKY.

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

3axvLLeHOoMY Bifi iHTEHCMBHOrO CBiTNa.

e  Brecitb 100 Mkn cTON pPO34MHY B KOXHY IyHKY, BUKOPUCTOBYHOUM
TOW e NOPSAOK, SiK Npu NineTyBaHHi cybcTparTy.

e |HKyOynTE 5 XBUNNH MiHIMYM.

e  AriTyBaTu NnacTuHy peTenbHO NpoTArom 5 cek.

. 3uutaTtn abcopbuito npun 450 HM (onuinHo 450/620 HM) npoTtsarom 30
XBWIUH.

8. KinbkicHa Ta fkicHa IHTepnpeTauin

Ona kinbkicHOi iHTepnpeTauii noGygyBaTu CcTaHAapTHY KpuBY,
BiAKNaBWM ONTUYHY wWinbHicTb (OD) koxHoro kani6patopa (Bicb Y)
no BiQHOLLEHHIO 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 34uTaTy BiANOBIOHI KOHLEHTpaLii aHTUTIN, BUPaXeHi
B Oa/mn.

[aHi, xapakTepHi 4N KOHKPETHOro MOTYy, 3HAX0A4ATLCSA B NUCTI KOHTPOIIO
skocTi. MeguyHi nabopaTtopii MOXyTb npoBoanTU cBill KoHTponb AkocTi
BMKOPVCTOBYIOYM BriacHi KOHTPOri i/abo BHYTPILLHIN Nyn cMpOBaToK, SK Lie
nepenbayeHo Hopmamu €C.
He eukopucmosysamu ueu
pe3ynbmamie nayieHmis!

npuknad oOna iHmepnpemauii

KoxHa na6opaTopisi NOBMHHA BCTAHOBUTM CBOi MeEXi HOpManbHUX
3Ha4eHb, I'PYHTYIOUMCb Ha BMACHMX MeTOAax, KOHTPOnsAx, obnagHaHHi i
nonynsauii  nauieHTiB  y  BiQNOBIAHOCTI 3i CBOIMW  BCTaHOBEHUMW
npoweaypamu.

Ona sAkicHOi iHTepnpeTauii 3uMTaTM ONTMYHY wWinbHiCT  Cut-off
kanibpatopa i 3pa3kiB nauieHTiB. MopiBHATM OD naujeHta 3 OD Cut-off
kanibpatopa. ns sKicHOi iHTepnpeTauii MM pekoMeHAyeEMO po3rnsaaTv
cvpoBaTku B pgianasoHi 20% HaBKOMO MOPOrOBOrO 3HAYEHHS, SK
OBo3HayHi. Bei 3pa3ku 3 6inbl Bucokum OD BBaxatoTbCs MO3UTUBHUMMU,
3pasku 3 GinbL HU3bknMK OD BBaXalTbCA HEraTUBHUMM.

HeratuBHumn: OD qayienra < 0.8 X OD cyteoff
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 3paska:

cupoBartka

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

90 xBunuH npu 20-32 °C/68-89.6 °F

0-300 Oa/mn

1.0 Og/mn

3aranbHuM Yac iHKybauii:
[iana3oH kanibpyBaHHs:
AHaniTM4Ha YyTNUBICTb:

36epiraHHsA: npu Temnepatypi 2-8 °C/35-46 °F
BUKOPUCTOBYMTE TifMbKX OpUriHanbHi
dnakoHu

KinbkicTb BU3Ha4YeHb: 96 TecTiB

10. daHi npoayKTMBHOCTI

10.1 AHaniTuyHa YyTnusicTb

TecTyBaHHs Bydepa ans 3paskie 30 pasiB Ha AESKULISA Intrinsic
Factor (REF 7512) pano aHanitnyHy wytnueicts 1.0 Og/mn.

10.2 CneumndpiyHicTb i YyTNUBICTL

B mikponnaHweTn HaHeceHu PeKOMOIHAHTHWIA LUNYHKOBWI BHYTPILLHIA
dakTop nognHu. MNepexpecHoi peakTMBHOCTI 3 iHWUMKW ayToaHTUreHammn
He Oyno BuMsIBNEHo. AHTUTINA MPOTU BHYTPILHLOIO (hakTopa nokasanu
giarHocTuyHy 4yTtnueictb 50-70% pAnsa 3nosikicHoi aHeMmii i nokasanu
cneumndivHicte 100% B nonynsAuii 340pOBMX AOHOPIB KPOBi. AHTUTINA
NpoTV napieTanbHUX KNiTMH AemoHcTpyloTe 80-90% uyyTnmeocTi, ane
MOXYTb OyTV BusiBrieHi Takox y > 5% Big 3gopoBoi nonynsuii. Jaxi 6ynu
oTpumMaHi 3 Habopom AESKULISA Intrinsic Factor (REF 7512).

CniBBiAHOLWWEHHSA:

MopiBHSIHHICTE A4aHMX NPO NPOAYKTUBHICTb Byno ouiHeHo npuHanMHi 3 30
cvpoBaTkamu, nepesipeHumy Ha obox, AESKULISA 7512 i AESKULISA
3512. JiHinHWMM perpecivinuiA aHani3 ABOX NPOAYKTIB Nokasas, Lo Ui ABa
NPOAYKTU € ekBiBaneHTHUMU. [laHi MoXxyTb ByTW OTpMMaHi 3a 3anuToMm.

10.3 JliHiKHicTb

O6paHi cupoBaTtku TecTyBanucb 3 LuM Habopom i 6yno BCTaHOBNEHO
NiHINHICTb  po3BedeHHA. Tum He MeHwe, 4Yepe3 HeOOHOPIgHICTb
XapakTepy JOACBKMX ayTOaHTUTIN MOXYTb iCHyBaTu 3pasku, WO He
nignsaAralTb LbOMY NpaBuny.

HopmanbHumn CyMHiBHMI piana3oH Mo3unTuBHi
AianasoH pesynbTatu
<12 Oa/mn 12-18 Oa/mn > 18 Oa/mn

lpuknad cmaHGapmHoi Kpueoi
Mu pekomeHayemo nineTyBaHHsi kanibpaTtopa Cut-off napanenbHo y

KOXHi MOCTaHOBL.

Kani6épamopu IgG

OD 450/620 Hm

CV% (eapiayis)

0 Op/mn

0.041

0.4

3 Oa/mn

0.164

2.5

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

1 1/100 160.0 163.0 98.2
1/200 79.08 81.5 97.9
1/400 37.4 40.8 91.7
1/800 18.9 204 92.6

2 1/100 101.0 104.0 97.1
1/200 53.0 52.0 101.9
1/400 28.0 26.0 107.7
1/800 12.0 13.0 92.3




10.4 TouHicTb

[ns BU3Ha4YeHHS TOMHOCTI aHani3y, MiHNMBICTb (BCepeauHi i Mixx cepismu)
OLjiHIOBanm LUNSXOM aHani3y Moro BiATBOPIOBAHOCTI Ha TPbOX BidibpaHux
3paskax cupoBaTku, WOO npeacTaBuTM Aiana3oH B MOPIBHSAHHI - 3i
CTaHAapPTHO KPUBOHD.

Intra-Assay Inter-Assay
Sample Mean cv Sample Mean cv
No. (Wiml) (%) No. (UimI) (%)
285.0 6.1 1 279.0 458
149.0 4.8 2 159.0 3.2
3 63.0 52 3 58.0 5.6

10.5 Kani6pyBaHHs
Yepes BiOCYTHICTb pedepeHTHUX MaTepianiB aHania kanibpyetbcsi B
Oa/mn.

OOOATOK A: Cxema nineTyBaHHs

Mwu nponoHyemMo nineTyBaHHsA Kani6paTtopiB, KOHTponiB i 3pas3kiB
HaCTYNHUM YUHOM:

Ona kinbkKicHOI iHTepnpeTauii BukopucTOBYBaTM KanibpaTtopw, LWo6
nobyaysaTtu CTaHAAPTHY KpUBY.

[ns sikicHoi iHTepnpeTauii BukopuctoByBaTu Cut-off kanidpartop.

far 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 1 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:
kanibpatop D, CalE: kanibpaTtop E, CalF: kanibpatop F

PC: Mo3nTMBHUIA KOHTPOMb

NC: HeraTuBHuWiA KOHTpONb

CC: Kanibpatop Cut-off

P1: nauieHT 1

P2: naujeHT 2

P3: naujeHT 3

Cal aHTureH: aHTureH ons kanibpatopis

Hopatok B: MNMpoueaypa BUNnpo6yBaHHsA

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