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AnA KUIbKICHOIO TA AKICHOIO
BU3HAYEHHSA IgM AHTUTIN O ssDNA
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OcHog0t0 npu nposedeHHi aHarsizy € opueiHan iHcmpyKuii
aHanilcbKo Mo8ok, eknadeHoi 8 Habip. Homep i dama
s8epcii _opueiHany ma nepeknady iHCMPYKUii MOBUHHI
criignadamu.

1. Mpu3HayeHHs

AESKULISA ssDNA-M € tBepaodasHnumM imyHoepMeHTHUM aHanisom 3
BVIKOPVICTaHHAM MOACBKMX pekoMBiHaHTHUX ogHonaHutorosmx [HK (on)
ONA  KiNbKICHOTO  Ta  AKICHOrO  BM3Ha4veHHs IgM  aHTuTin  npotu
opHonaHutorosoi [IHK B cnpoBaTLi KpoBi NiognHU.

AHTuTina aHTn-onIHK B OCHOBHOMY BM3HaIOThb MO0 OCHOBHE 3'€HaHHS,
npuxoBaHe BcepeauHi cnipanbHOi CTpykTypu HatusHoi OHK. AHani3 €
iHCTpyMEHTOM B AudbepeHuianbHiin giarHoCTULi CUCTEMHOTO 4epBOHOMO
BoB4aka (CYB).

2. KniHiyHe 3acTtocyBaHHA i
iHCMpyKUii).

npuvuHUun adanisy (fJuse. opueiHan

lMpuHyun mecmy

3pasku cupoBatku, posbasneHi 1:101, iHkyOytoTb B MikponnaHiweTax 3
BHECEHHAM KOHKPETHOrO aHTureHa. AHTUTING nauieHTa, $KWO BOHU
NpUCYTHI B 3pasKy, 3B'A3yl0TbCH 3 aHTureHom. HesB'szaHa dpakuis
BMMMBAETLCS Ha HACTYMHIiN cTagii. MoTiM aHTU-noackki iMyHOrnobyniHu,
KoH'loroBaHi 3 [epokcupasoo  XpoHy (koH'toraT), iHKyOyTb i
BiAOyBaeTbCA peakuis 3 KOMMNIEKCOM aHTUIeH-aHTWUTINO B 3paskax B
MikponnaHweTtax. HesB'a3aHun KoOH'loraT BMMMBAETbLCH Ha HACTYMHIN
ctagii. [JopaBaHHa TMB cyGcTpaty reHepye  hepMeHTaTUBHY
KONOPUMETPUYHY (CYHIN Konip) peakuilo, sika 3YMNUHSETbCA PO3BEAEHO0
KMUCIoTO (KOMip 3MiHIOETLCS Ha XOBTUW). LLIBUAKICTL yTBOPEHHS KOnbopy
Bij XpOMOreHy € (yHKUi€0 KiNbKOCTi KOH'loraTy, MNOB'A3aHOro 3
KOMMMEKCOM aHTUreH-aHTMTINO, | BOHa MpOMopuiiHa Mo4YaTKoBI
KOHLIEHTpaL,ii BiANOBIiAHWX aHTUTIN y 3pa3sKy nauieHTa.

3. KomnnekTt noctasku

Maromb 6ymu eiOHOEI€eHi:

5x bydbep ans 3paskis 1 cnakoH, 20 mn - 5X KOHUEHTpOBaHWMN
(6innn KoBMAYOK: XOBTUI PO3YH)

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

1 dnakoH, 20 mn - 50X KOHLEHTpOBaHWM
(6innin KoBMAYOK: 3€MNEHUIN PO3UMH)

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

50x MpomunBHUiA Bydep

(kOoHCepBaHT)
Fomoei 0o eukopucmaHHs:
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)

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

1 dnakoH, 1.5 Mn (CUHIA KOBNAYoK: XXOBTWI
PO34UH)

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

6 dpnakoHis,1.5 mn koxeH 0, 3, 10, 30, 100,
300 Oa/mMn (IHTEHCHBHICTb KOMNbOPY
NigBULLYETBLCS 3 KOHLEHTPALIE: PO34MHN
XKOBTOro konbopy). Jlioacbka cnupoBaTka
(po3BepeHa), asvp HaTpito < 0.1%
(KOHCEepBaHT)

MoautmeHuN KoHTponb

KanibpaTop Cut-off

Kani6paTtopu

KoH'torat 1 dnakoH, 15 mn IgM (3eneHut KoBnavok:
3€eMeH1 Po3ymH)
MicTnTb: AHTK-iIMyHOrNOBYNiHW NOAWHW, KOH'IOroBaHi
3 NEepOKCAa300 XPOHY

Cy6eTpat TMB 1 donakoH, 15 Mn (YopHUI KOBNAYOK)
MicTuTb: cTabinisosanuint TMB/H,O,

Cron Po3unH 1 dnakoH, 15 wmn (6inuA  KoBMayok:

6e36apBHUIA PO3YNH)
Mictutb: 1 M consiHoi kKucnoTtu
MikponnaHweTt 12 X 8-nyHKOBUX
BiJOKPEMIIOOTLCS
MoKkpUTTA AMB. NYHKT 1

CMYXOK, AKi

Heob6xidHi mamepianu, ujo He nocmayaromscsi:

MnaHweTHun pigep 3 dinbTpom 450 HM i onuiMHMUM pedhepeHTHUM
dinbTpom 620 HM (600-690 HM). CknsiHuM nocyg (umningp 100-1000 mn),
npobipkn Ans po3sefeHHsl. BopTeke, ninetkn npeumsiini (10, 100, 200,
500, 1000 mkn) abo perynboBaHa MynbTuninetka (100-1000 mm).
MikponnaHweTHui Mpuctpin ana npomusku (300 MKN MOBTOPHOBaHHS
abo OaratokaHanbHa ninetka abo aBToOMaTM3OBaHa cucTema),
apcopbyoyunii nanip.

Hawi TectM npu3HayeHi Ansi BUKOPUCTAHHSA 3 OYULLEHOK BOJOK
BignoBigHO A0 Bu3HaveHHs ®apmakonei CLUA (USP 26 — NF 21) Ta
€ponericbkoi 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 CTabIMbHI
npotsarom 1 Micauss npu Temnepatypi +4 °C/39 °F, sk MiHiMym.
Peazenmu i MikponnaHwem noguHHi euKopucmosgyeamucsi minbkKu
8 Mexax mepMmiHy npudamHocmi, 3a3Ha4eHO20 Ha KOXHOMY
KOMMoHeHmi. YHukalime iHmeHcueHo20 ennuey ceimna Ha TMB
po34uH. 36epizalime MikponnaHwemu e npu3Ha4yeHil Onsi ybo20
¢hosib3i, 8 momy qucni 3 ocywyeaydem, i WinbHO 3aKkpusatme.

5. 3axoam 6e3nekn BUKOPUCTAHHS

5.1 He6e3neka ans 380poB'A

Lel npodykm npu3HayeHuli minbku 4J151 QIAFHOCTUKU IN VITRO.
TakvuM YMHOM, TifbKVM NepCoHar, HaBYeHW i cneujianbHO iIHOPMOBaHMI
LWOAO MeTodiB AiarHOCTMKM B Mpobipui, MOXe NpoBoAMTU aHani3. Xova
Lev NpoayKT He BBaXAETbCA OCOOGNMUBO TOKCMYHUM abo HebedneyHum B
yMOBax HOPMarnbHOro BUKOPUCTaHHS, MPUTPUMYNTECH HAaCTYMHUX 3ax0aiB
Ons MakcumanbHOI 6e3neku:

PekomeHdauii ma 3axodu 6e3neku

Lleii komnnekT MiCTUTb MOTeHUiHO HebeaneyHi KOMMOHeHTU. Xouda
peareHTU He knacudikoBaHi SK nogpasHWK Ans o4Yen i Wkipu, Mu
PEKOMEHOYEMO YHMKHYTU KOHTaKTy 3 O4YMMa Ta LWKIpOK | HOCUMTU
OOHOPAa30Bi pyKaBUYKM.

YBAIA! Kanibpatopu, KoHTponi Ta Bydepu mictsate asug HaTpito (NaN3)
Ak koHcepBaHT. NaN; Moxe OyTW TOKCUYHUM, SKLO WAOro MPOKOBTHYTU
abo npu nonagaHHi Ha wkipy i ovi. NaN3 moxe pearyBaTu 3i CBMHLEM i
Migato i popmyBaTtu BMOYxoHebe3neuHi asuan metanis. Mpy 3HWLLEHHI,
3MUTU 3 BEMUKOIO KiNbKICTIO BOAM, LWOO 3anobirtv HakonMyeHHo as3vais.
Byab nacka, 3BepHiTbCA A0 npouedyp Ae3akTuBalii, ik Ue BUKNageHo
CDC abo [0 iHWwmMx MicueBux/HaLioHaNbHUX KEPIBHUX NPUHLMMIB.

He nanitb, He DXTe i He NuinTe Npu poboTi 3 Habopom.

He ninetyBaTtu potom.

Becb BuxigHvin niogcbkuii MaTepian, Lo BUKOPUCTOBYETLCS ANS OESKUX
peareHTiB UbOro Habopy (KOHTponmi, cTaHgapTv, Hanpuknap) O0ys
NpOTECTOBaHWI CcxBaneHUMU meTogamu, i 6yB HeratuBHum o HbsAg,
renatuty C Tta BIJT 1. MNpoTe, xoOeH TecT He MoOxe rapaHTyBaTu
BiICYTHICTb BIpYCHMX areHTiB y Takux Martepianax MOBHIiCTIO. Takum
YMHOM, MOBOAMTUCH 3 KOHTPOMSIMU, CTaHOapTamu i 3paskamu nauieHTiB
K 3 MOTEHUNHMM JXepernoM iHeKUiHMX 3axBOptoBaHb i BIANOBIAHO A0
HauioHanbHNX BUMOT.

5.2 3aranbHi 3ayBaXxeHHs WOA40 BUKOPUCTAHHA

He 3wmiwywvite i He 3amiHlonTe peareHTM abo MikponnaHweTn 3 pisHKX
nortis. Lle Moxe npmBecTu A0 3MiH B pe3ynbTaTax.

MpuBecTun BCi KOMMOHEHTU A0 KiMHaTHOI TemnepaTypu (20-32 °C/68-89.6
°F) nepen BMKOPUCTaHHAM, [Aobpe nepemiwaTtM i [OTPMMYBaTUCh
pekoMeHO0BaHoOi  iHKybaLiiHOi cxemMn Ansi OonTUManbHOTO BUKOHAHHS
TecTy.

IHky6auis: Mu pekomeHayemo npoBoauTu Tect npu 30 °C/86 °F ansa
aBTOMaTU30BaHUX CUCTEM.

Hikonu He nippaBaviTe KOMMNOHEHTW GinbL BUCOKiIA TemnepaTypi, Hix 37
°C/98.6 °F.

3aBxan NpoBOAUTM MNINETYBaHHSA PO34MHY cybCTpaTy TinbkM 3 HOBMMMU
HakoHeYHuKamun. 3axuwaTn uel peareHT Big ceitTna. Hikonu He
nineTyBatn KoH'loraT 3 HaKOHEYHMKaMu, $Ki BUKOPUCTOBYBanucCb 3
iHLIMMK peareHTaMu 4o UbOoro.

6. Biabip npo6, BukopucTaHHA Ta 36epiraHHsA
BukopucToByiTe nepeBaxHO 3ibpaHi HelodaBHO 3pa3ku CUMpPOBAaTKW.
3abip KpoBi MOBMHEH NPOBOAUTUCH BifNOBIAHO A0 AEPXXABHUX BUMOT.

He  BuKopucTOBYWTE  iKTEpWU4Hi, ninemMiyHi, remonisoBaHi abo
GakTepianbHO 3abpyaHeHi 3pa3ku. CupoBaTka 3 YacTkamu NOBUHHA ByTn
ouMLeHa LeHTpudyryBaHHAM 3 H13bKo wBmnakicTio (<1000 x g). 3pasku
KpOBi MOBWHHI OyTW 3ibpaHi B 4mucCTi, cyxi i mopoxHi npobipku. llicns



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. Npouenypa aHanisy

7.1 NMigroToByi 3axoau nepea NineTyBaHHAM

Po3BecTn KOHLEHTPOBaHI peareHTu:

PosBecTn KoHueHTpoBaHui Oydep Ansa B3ipuie 1:5 AucTunboBaHOK
Bogoto (Hanpwuknag, 20 mn nntoc 80 mn).

PosBecTn koHuUeHTpoBaHui MNpomusHuin Gydep 1:50 ancTUnbOBaHO
BoAot0 (Hanpwvknag, 20 mn nntoc 980 mn).

3pasku:

PosBecTtu 3pasku cuposatku 1:101 6ychepom ans 3paska (1x)
Hanpwuknag, 1000 mkn 6ydepa gns 3paskiB (1x) + 10 MK cMpoBaTKu.
Ho6pe nepewmiwatu!

MpomuBaHHA:

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

Hanpuknag, 4 mn koHueHTpaTy nntoc 196 Mn AMCTUNBOBAHOT BOOM.

ABTOMaTM30BaHe NPOMMUBaHHA:
BpaxyBaTu HagnuLiKoBi 006carM, HeobXiaHi Ana HanawTyBaHHSA npunagy,
i MepTBi 06CsrM ANst aBTOMaTN30BaHOIO NiNeTyBaHHS.

PyyHe npoMuBaHHs:

Bupanutu piguHu 3 nyHok nepekuaaHHaM nnaHweTta. MNocTykaTv pamkoto
3 MiKpOnyHKamMun eHepriiHo Ha uYnucTuid agcopbyrounii nanip. BHectn 300
MKIT pO3BEAEHOro MpPOMMBHOIO Oydepa B KOXHY FyHKy, nodekatn 20
cekyHa. MNoBTOpMTY BCIO Npoueaypy Lie ABa pasu.

MikponnaHweTu:
Po3spaxyiite KinbKicTb NyHOK, HeoOXigHWX ANnst BunpobysaHHs. Buganutu
3aliBi NyHKM 3 paMu, MOMICTUTM B NakKeT i 36epiraT pa3oM 3 ocyLUyBayem,
(2-8 °C/35-46 °F).

30 Op/mn 0.692 30
100 Og/mn 1.300 0.3
300 Oa/mn 2.200 1.2
lpuknad po3paxyHKy
MaujieHt [Hyb6nikar (OD) CepepHe (OD) PesynbTar (Oa/mn)
P01 1.267/1.253 1.260 91.6
P 02 0.583/0.573 0.578 25.1

7.2 NpoBeaeHHA TeCTyBaHHA

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

Mu pekomeHayeMO nineTyBaHHA 3pa3kiB i kanibpaTopiB y ABOX NpUMipHUKaXx.
Kani6patop Cut-off BUKOpucTOBYBaTH TiNbKu ANA SIKiCHOro aHanisy.

. BHeciTb 100 Mkn po3BedeHOi CMpPOBaTKM KOXHOrMO MauieHTa B
NPU3HAYeHi NyHKN.

e BHecitb 100 wmkn kanibpatopis abo Cut-off kanibpatopa i

HeratuBHoro i [N103MTUBHOIO KOHTPOSIO B MPU3HAYEHI NTYHKN.

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

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

BHeciTb 100 MK KOH'tOraTy B KOXHY NYHKY.

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 cybcTpaT B KOXHY MYHKY.

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

3axuLLeHOMY Bif, iIHTEHCMBHOIO CBIiTNa.

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

. IHKyBYyiTE 5 XBUNUH MiHIMYM.

e AriTyBaTn NnacTuHy peTenbHO NPOTArom 5 cex.

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

8. KinbkicHa i flkicHa IHTepnpeTauis

Ona kinbkicHOi iHTepnpeTauii noGyagyBaTM CcTaHAapTHY KpuBY,
BiKnNaBWM ONTUYHY WinbHicTe (OD) koxHoro kani6partopa (Bicb Y)
no BiAHOLUEHHIO A0 BiAMOBIAHWMX 3Ha4yeHb KoHUeHTpauii B Oa/mn (Bicb
X). Ona [OCArHeHHs Hawlkpawmx pes3ynbTaTiB MW PEKOMEHAYEMO
BuKOpuCTaHHs log/lin koopguHat Ta 4-lMapameTpoBe HanawTyBaHHA. 3
OD koXHOro 3paska 34uTaTy BiAMoBiAHI KOHLEHTpaUil aHTUTIN, BUPaXeHi
B Oa/mn.

[aHi, xapakTepHi 4N KOHKPETHOro MOTYy, 3HAX0A4ATLCS B NUCTI KOHTPOIIO
sikocTi. MeanyHi nabopaTopii MoXyTb npoBoauTU cBit KoHTpornb AkocTi
BMKOPVCTOBYIOYM BriacHi KOHTPOri i/abo BHYTPILLHI Nyn cMpOBaToK, SK Lie
nepenbayeHo Hopmamu €C.
He eukopucmoseysamu ueu
pe3ynbmamie nayieHmis!

npuknad oOna iHmepnpemauii

KoxHa nabopaTopisi NOBMHHA BCTAHOBUTM CBOi MeXi HOpManbHUX
3Ha4eHb, I'PYHTYIOUMCb Ha BMACHMX MeTOAax, KOHTPOnsAx, obnagHaHHi i
nonynsauii  mauieHTiB  y  BigNOBIAHOCTI  3i CBOIMM  BCTAHOBIIEHUMU
npoweaypamu.

Ons  sakicHoi iHTepnpeTtauii 3uMTaTM ONTUYHY wWinbHiCTb Cut-off
kanibpatopa i 3pa3kiB nauieHTiB. MopiBHATM OD naujeHta 3 OD Cut-off
kanibpatopa. [ins AKicHOI iHTepnpeTauii MM pekoMeHAyeEMO po3rnsgaTu
cvpoBaTkm B pgianasoHi 20% HaBKOMO MOPOroBOrO 3HAYeHHH, K
OBo3HayHi. Bei 3pa3ku 3 6inbl Bucokum OD BBaxatoTbCs MO3UTUBHUMMU,
3pasku 3 6inbL HM3bkuMu OD BBaXXarTbCs HEraTUBHUMMU.

HeratuBHumn: OD qayienra < 0.8 X OD cytooff
CyMHiBHUI: 0.8 X OD cytoff < OD payienra £ 1.2 X OD cytoofr
Mo3nTuBHuMA: OD nayienra > 1.2 X OD cyteoft

9. TexHiu4Hi faHi

Marepian 3paska:
06’em 3pazska:

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

3aranbHun Yac iHKyb6auii:
Liana3oH kaniopyBaHHA:
AHaniTM4Ha YyTNUBICTb:

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

KinbkicTb BU3Ha4YeHb: 96 TecTiB

10. daHi npoayKTMBHOCTI

10.1 AHaniTnyHa Yytnusictb
TecTyBaHHa Oydepa ana 3paskie 30 pasiB Ha AESKULISA ssDNA-M
[ano aHanituyHy vytnueictb 1.0 Og/mn.

10.2 CneuundpiyHicTb i YyTNUBICTL

MikponnaHweT nokpuTUA pexkomMbiHaHmMHum mrdcskum onfHK.
[MepexpecHoi peakTMBHOCTI 3 iHWMMW ayToaHTUreHamn He 6yno
BMsABNeHo. AHTWTINa npotu ogHo naHuworosoi [OHK 3ycTpivatotbes B
Pi3HMX 3aXBOPIOBaHHSIX, SiKi NOKa3aHi B HaBeAeHIN Hk4e Tabnumui:

Disease prevalence
SLE (acute phase) 87%
SLE (inactive phase) 43%
infectious mononucleosis 40%
acute myeloid leukemia 89%
chronic myeloid leukemia 60%
autoimmune hepatitis 58%
juvenile rheumatoid arthritis | 35-50%

10.3 NiHinHicTb

OOGpaHi cupoBaTku TecTyBanucb 3 UMM Habopom i Byno BCTaHOBMEHO
NiHINHICTb  po3BefeHHA. Tum He MeHwe, 4Yepe3 HeoOHOPIgHICTb
XapakTepy IOACBKUX ayTOaHTWUTIN MOXYTb iCHyBaTW 3pasku, WO He
nignsaraloTe LbOMY NpasBuy.

HopmanbHuii giana3oH CyMHiBHMI giana3oH Mo3uTnBHI pesynbTtatu
<12 Op/mn 12-18 Og/mn >18 Og/mn Ne dakrop BumipsHa OuikyBaHa BigHoBneHHs

3paska po3BefeHHA KOHLieHTpaLis KOHLeHTpauis (%)

Mpuknad cmaxdapmHoi Kpueoi (Oa/mn) (On/mn)
M1 pekoMeHayeMo naparnernbHe NineTyBaHHs KanibpaTopis Ans KOKHOro 1 1/100 68.9 70.0 98.4
aHanisy. 1/200 335 35.0 95.7
1/400 16.8 175 96.0
Kaniépamopu IgM 0D 450/620 Hm CV % (Bapiayis) 1/800 8.4 8.8 95.5
0 Op/mn 0.030 3.1 2 1/100 476 48.0 99.2
3 0g/mn 0.143 2.9 1/200 23.1 24.0 96.3
10 Op/mn 0.297 1.4 1/400 115 120 95.8




[ 1800 ] 5.9 | 6.0 [ 98.3 |

10.4 TouHicTb

[Ina BM3HaYeHHS TOYHOCTI aHani3y, MiHMMBICTb (BCepeauHi i Mixk cepismn)
OLjiHIOBanM LUNSIXOM aHarnisy Moro BiATBOPHOBAHOCTI Ha TpbOX BidibpaHux
3paskax cupoBaTku, WOO npeacTaBuTM Aiana3oH B MOPIBHAHHI - 3i

CTaHAApPTHOIO KPUBOIO.
Inter-Assay u

STOP

—
+100 pl

450 nm

&

Intra-Assay
Sample Mean cv Sample Mean cv +100 ul
No. (U/ml) (%) No. (U/ml) (%)
1 127.0 26 1 125.0 36
2 63.0 1.5 2 60.0 4.1
3 42.0 3.1 3 45.0 3.2

10.5 Kani6pyBaHHs
Yepes BiOCyTHICTb MiXKHApOAHOro eTaroHHOro KanibpyBaHHs Liei aHani3
BigkanibpoBaHuii B ymoBHUX ogunHunuax (Oa/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 kanibpatop.

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

PC: Mo3nTMBHUIA KOHTPONb

NC: HeraTUBHUIN KOHTPOIb

CC: Kanibpatop Cut-off

P1: nauient 1

P2: nauienT 2

P3: nauieHT 3

Hopatok B: MNMpoueaypa BUNpo6yBaHHsA

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

o

-iTa m

3x 300p1

) -

+100 pl 30’
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