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OcHog0t0 npu nposedeHHi aHarizy € opueiHan iHcmpyKuii
aHanilcbKo Mo8ok, eknadeHoi 8 Habip. Homep i dama
s8epcii _opueiHany ma nepeknady iHCMPYKUii MOBUHHI
criignadamu.

1. Mpu3HayeHHs

AESKULISA SS-A-60 € TBepgodasHuMm iMyHOEPMEHTHUM aHaniaom
ONSA KiNbKICHOTO Ta SKICHOrO BU3HAYeHHS aHTWTIn npotn Ro/SS- A (60
k[la) B cmpoBaTLi KpoBi NoANHU. AHanMi3 BUKOPUCTOBYE BUCOKO OYULLEHUIA
6inok ntoamHn Ro/SS-A (60 k[a). AHTUTINAG A0 SS-A HanpaBneHi Tinbk1
npoTK NtoAcbkoro Ginka i pearyioTb NepeBaXHO 3 HATUBHOK MOJIEKYIIO0
(60 kda).

AHania € iHCcTpymMeHTOM B AiarHocTuui cuHgpomy Sjogren's (CC) i
CUCTEMHOro 4YepBOHOro BoBYaka (SLE).

2. KniHiyHe 3acTtocyBaHHA i
iHCcmpykuii).

npuHUun adanisy (fJus. opuziHan

lMpuHyun mecmy

3pasku cupoBatku, posbasneHi 1:101, iHkyOytoTb B MikponnaHiweTax 3
BHECEHHAM KOHKPETHOrO aHTureHa. AHTUTING nauieHTa, $KWO BOHU
NpUCYTHI B 3pasKy, 3B'A3yl0TbCA 3 aHTureHom. HesB'szaHa dpakuis
BMMMBAETLCS Ha HACTYMHIN cTagii. MoTiM aHTU-noackki iMyHOrnobyniHu,
KoH'loroBaHi 3 [epokcupasoo  XpoHy (koH'toraT), iHKyOyTb i
BiAOyBaeTbCA peakuis 3 KOMMNIIEKCOM aHTUIeH-aHTWUTINO B 3paskax B
MikponnaHweTax. He3B'a3aHui KOH'lOraT BMMMBAETbCS Ha HACTYMHIn
ctagii. [JopaBaHHa TMB cyGcTpaty reHepye  dhepMeHTaTUBHY
KONOPUMETPUYHY (CWHIN Konip) peakuilo, sika 3YMNUHSETECA PO3BEAEHOI0
KuUcroToto (konip 3MiHIETbCSI Ha XoBTUIA). LLIBUAKICTL YyTBOPEHHS KONbOpY
Bij XPOMOreHy € (yHKUi€0 KiNbKOCTi KOH'loraTy, MNOB'A3aHOro 3
KOMMMEKCOM aHTUreH-aHTMTINO, | BOHa MpOMopuiiHa MO4YaTKOBI
KOHLUeHTpaUii BiANoBIigHNX aHTUTIN y 3pas3Ky nauieHTa.

3. KomnnekTt noctasku

Maromb 6ymu eiOHOEIeHi:

5x bydbep ans 3paskis 1 cnakoH, 20 mn - 5X KOHUEHTpOBaHWMN
(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, TsiH 20, a3ug HaTpito <0,1%

50x MpomunBHUIA Bydep

(kOoHCepBaHT)
Fomoei 0o eukopucmaHHsi:
HeratuBHuin KoHTponb 1 dmnakoH, 1.5 mn (3eneHurt KoBnayok:

6e3KonipHUIA PO34mH)

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

1 dnakoH, 1.5 Mn (4epBOHUIA KOBMAYOK:
XKOBTUIN PO3YMH)

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

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

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

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

MoauntneHun KoHTponb

KanibpaTop Cut-off

KanibpaTtopu

(KOHCEepBaHT)

KoH'torat 1 dnakoH, 15 mn 1gG (CUHI KOBNAYOK: CUHIN
PO34UH)
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 kKucnoTu

MikponnaHweTt 12 X 8-nyHKOBUX
BiJOKPEMIIOOTLCS
MokpuTTS AMB. NYHKT 1

CMYXOK, AKi

Heob6xidHi mamepianu, ujo He nocmayaromscsi:

MnaHweTHun pigep 3 dinbTpom 450 HM | onuiMHMM pedepeHTHUM
dinbTpom 620 HM (600-690 HM). CknsaHui nocyg (umniHgp 100-1000 mn),
npobipku Ans po3sefeHHsl. BopTeke, ninetku npeumsiiini (10, 100, 200,
500, 1000 mkn) abo perynboBaHa MynbTuninetka (100-1000 mm).
MikponnaHweTHuin Mpuctpin ans npomusku (300 MKN MOBTOPHOBAHHS
abo OaratokaHanbHa ninetka abo aBToOMaTM30BaHa cucTema),
apcopbyoyunii nanip.

Hawi Tectu npusHauveHi Ans BUKOPUCTAHHS 3 OYMLLEHOK BOOOH
BignoBigHO A0 BM3HaveHHs ®apmakonei CLUA (USP 26 — NF 21) Ta
€ponericbkoi Papmakonei (Eur.Ph. 4-e Bug).

4. 36epiraHHs Ta TepMiH NpUAAaTHOCTI

36epiratu BCi peareHTn i MikponnaHweT npu Temnepatypi 2-8 °C/35-46
°F, B opwuriHanbHin ynakoBui. [OTOBi, BigHOBMEHi pPo34nHU cTabinbHI
npotsarom 1 Micauss npu Temnepatypi +4 °C/39 °F, sk MiHiMym.
Peazenmu i MikponnaHwem noguHHi euKopucmosgyeamucsi minbKu
8 Mexax mepMmiHy npudamHocmi, 3a3Ha4yeHo20 Ha KOXHOMY
KOMMoHeHmi. YHukalime iHmeHcueHo20 ennuey ceimna Ha TMB
po34uH. 36epizalime MikponnaHwemu e npu3Ha4yeHil Onsi ybo20
¢honb3i, 8 momy yucsi 3 ocyuwyeayem, i WinbHo 3akpuesatme.

5. 3axoam 6e3neKn BUKOPUCTaAHHS

5.1 He6Ge3neka ans 3p0poB's

Lel npodykm npu3HayeHuli minbku 4J151 QIAFHOCTUKU IN VITRO.
TaknuM YMHOM, TifbKVM NMepCcoHar, HaBYeHW i cneuianbHO iIHPOPMOBaHW
LWOAO MeTodiB AiarHOCTMKM B Mpobipui, MOXe NpoBoAMTU aHani3. Xova
Lev NpoAyKT He BBaXAETbCA 0COOGNMUBO TOKCMYHUM abo HebedneyHum B
yMOBax HOPMarbHOro BUKOPUCTaHHS, MPUTPUMYNTECH HAaCTYMHMX 3ax0aiB
OnNs MakcumarnbHOI 6e3neku:

PekomeHdayii ma 3axodu 6e3neku

Lleii komnnekT MiCTUTb MOTeHUiHO HebeaneyHi KOMMOHeHTU. Xoua
peareHTU He knacudikoBaHi SK MOAPA3HUK AnA o4Yer | LWKipu, Mu
PEKOMEHOYEMO YHUKHYTM KOHTaKTy 3 O4YMMa Ta LIKIpoOW i HocUTU
0OHOPAa30Bi pPyKaBUYKM.

YBATIA! Kanibpatopu, KonTponi Ta Bydepu mictate asug HaTpito (NaN3)
sk koHcepBaHT. NaN; mMoxe OyTv TOKCUYHUM, SKLO MAOro MPOKOBTHYTU
abo npu nonagaHHi Ha wkipy i ovi. NaN3 moxe pearyBaTu 3i CBMHLEM i
migato i dopmyBaTtn BMOyxoHebe3neyHi asuan metanis. Npy 3HWLLEHHI,
3MUTU 3 BEMUKOIO KiNbKICTIO BOAM, LWOO 3anobirtv Hakonv4eHHo as3vais.
Byab nacka, 3BepHiTbCA OO npouedyp Ae3akTuBauii, ik Ue BMKNageHo
CDC ab0 go iHWKX MicLeBUX/HaLiOHANbHUX KEPIBHUX NPUHLUMMIB.

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

He ninetyBaTtu potom.

Becb BuxigHuii nmoackbkuii MaTtepian, WO BUKOPUCTOBYETLCA ANA AeSKUX
peareHTiB UbOro Habopy (KOHTpomi, cTaHgapTv, Hanpuknap) O0ys
NpoTECTOBaHWI CcxBaneHMMU meTogamu, i 6yB HeratuBHuMm o HbsAg,
renatuty C T1a BI1 1. lpoTe, xoOoeH TecT He MOXe rapaHTyBaTu
BiICYTHICTb BIpYCHMX areHTiB y Takux Martepianax MOBHIiCTIO. Takum
YMHOM, MOBOAMTUCHL 3 KOHTPOMSIMU, CTaHOapTamu i 3paskamu nauieHTiB
AK 3 NOTEHUIHUM HKepenoM iH(PEKLIMHNX 3aXBOPOBAHb i BiAMOBIAHO 4O
HaLjioHanbHMX BUMOT.

5.2 3aranbHi 3ayBaXeHHs WOA0 BUKOPUCTaHHSA

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

[MpuBecTn BCi KOMMOHEHTN OO KiMHAaTHOI Temnepatypu (20-32 °C/68-89.6
°F) nepen BMKOPUCTaHHAM, JAobpe nepemiwaTtv i [OTPMMYBaTUCh
pekoMeHOO0BaHOI  iHKybaUiiHOi cxemMn Ansi OnTUManbHOTO BUKOHAHHS
TecrTy.

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

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

3aBxan NpoBOAUTM MNINETYBaHHSA PO34MHY cybCTpaTy TinbkM 3 HOBMMMU
HakoHe4yHukamun. 3axvaTtv uen peareHT Big cBitna. Hikonm He
ninetyBatn KOH'loraT 3 HaKOHEYHVMKamW, SKi BUKOPUCTOBYBanuCb 3
iHLIMMK peareHTaMu 4o LUbOoro.

6. Bia6ip npo6, BukopucTaHHA Ta 36epiraHHsA
BukopucToByiTe nepeBaxHO 3ibpaHi HelwodaBHO 3pasku CUMpPOBATKW.
3abip KpoBi MOBMHEH NPOBOAUTUCDH BiAMNOBIAHO A0 AEPXKABHUX BUMOT.

He  BuKOpuCTOBYWTE  iKTEpWYHi, ninemMiyHi, remonisoBaHi  abo
bakTepianbHo 3abpyaHeHi 3pa3kn. CupoBaTka 3 YacTkaMu NOBUHHA ByTH
oumLeHa LeHTpUdYryBaHHAM 3 H13bKO wwBuakicTio (<1000 x g). 3pasku
KpOBi MOBMHHI OyTu 3iGpaHi B 4ucTi, cyxi i nmopoxHi npobipku. MMicns
cenapauii, 3paskvM cupoBaTku Crif BUKOPUCTOBYBaTK Bigpasy, 36epiratu



LWiNbHO 3aKkputumu npu Temnepatypi 2-8 °C/35-46 °F po Tpbox AHIB i
3amopoxxeHumu npu -20 °C/-4 °F ansi 6inbLl TpuBanux nepioais.
7. NMpouenypa aHanisy

7.1 MigroToBuyi 3axoAu nepea nineTyBaHHAM

Po3BecTun KOHLEHTPOBaHi peareHTu:

PosBectn koHueHTpoBaHun Oydep ans B3ipuis 1.5 AuCTMNBOBaHOO
BoAow (Hanpuknag, 20 mn nntoc 80 mn).

PosBectn koHueHTpoBaHui [NpomusHuiA Gydep 1:50 ancTUnbOBaHOK
BoAot0 (Hanpwknag, 20 mn nntoc 980 mn).

3pazku:

PosBecTtu 3pasku cuposatku 1:101 Bydepom ans 3paska (1x)
Hanpwvknag, 1000 mkn 6ydepa gns 3paskiB (1x) + 10 Mkn cupoBaTku.
Ho6pe nepewmiwatu!

MpomuBaHHA:

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

Hanpuknag, 4 mn koHueHTpaty nnoc 196 Mn AMCTUNBLOBaHOI BOAM.

ABTOMaTM30BaHEe NPOMUBAHHS:
BpaxyBaTu HagnuLkoBi o6csrn, HeoOXigHi Ans HanawTyBaHHS npunaay,
i MepTBi 06CArM ANs aBTOMAaTU30BAHOIO MiNETyBaHHS.

PyyHe npoMuBaHHs:

Bupanutu pignHn 3 nyHOK nepekvaaHHAM nnaHiweTa. MNocTykaT pamkoio
3 MiKpONyHKaMu eHepriviHo Ha uicTui agcopbyrounii nanip. BHectn 300
MK pO3BEAEHOro NpPoMMBHOIO Oydepa B KOXHY NyHKy, novekatn 20
cekyHA. MoBTOpMTKM BCIO NpoLieaypy Lie ABa pasu.

MikponnaHweTu:
Pospaxyiite KinbKicTb NyHOK, HeoOXigHWX ANnst BunpobysaHHs. Buganutu
3aViBi NyHKM 3 paMu, MOMICTUTM B NakKeT i 36epirat pasom 3 ocyLLuyBavem,
(2-8 °C/35-46 °F).

Mpuknad po3paxyHKy

MaujeHt [Hyb6nikar (OD) CepepHe (OD) PesynbTar (Oa/mn)
P01 1.354/1.322 1.338 111.2
P 02 0.823/0.863 0.843 52.9

7.2 NpoBeaeHHA TeCTyBaHHA

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

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

. BHeciTb 100 Mkn po3BedeHOi CMpPOBaTKM KOXHOrMO MauieHTa B
NpU3HaYeHi NyHKW.

e BHecitb 100 wmkn kanibpatopie 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 bydepa (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 npomumHoro Bydepa (posseaeHuii 1:50).

BHecitb 100 mkn TMB cybcTpaT B KOXHY MYHKY.

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

3axuLLEeHOMY Bif iHTEHCUBHOrO CBITNa.

e  Brecitb 100 Mkn cTOn po34MHY B KOXHY IyHKY, BUKOPUCTOBYHOUU
TOW e NOPSAOK, SiK Npu NineTyBaHHi cybcTparTy.

e |HKyOynTE 5 XBUNWUH MiHIMYM.

e  AriTyBaTu NnacTuHy peTenbHO NPOoTArom 5 cek.

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

8. KinbkicHa i flkicHa IHTepnpeTauis

Ona kinbkicHOi iHTepnpeTauii noGygyBaTM CTaHdapTHY KpuBY,
BiJKNaBWM ONTUYHY wWinbHicTb (OD) koxHoro kani6patopa (Bicb Y)
no BiQHOLLEHHIO OO BiAMNOBiAHMX 3Ha4YeHb KoHUeHTpauii B Opg/mn (Bicb
X). [Ons [OCArHeHHs Havkpawmx pesynbTaTiB MU PEKOMEHOYEMO

[aHi, xapakTepHi 4N KOHKPETHOro MOTYy, 3HAX0A4ATLCS B NUCTI KOHTPOIIO
skocTi. MeguyHi nabopaTtopii MOXyTb npoBoanTK cBil KoHTponb AkocTi
BMKOPVCTOBYIOYM BracHi KOHTPOri i/abo BHYTPILLHI Nyn cMpoOBaToK, SK Lie
nepenbayeHo Hopmamu €C.
He eukopucmosysamu
pe3ynbmamie nayieHmis!

uyel npuknad Ons iHmepnpemauyir

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 WinbHIiCT  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 BBaXatoTbCsi MO3UTUBHUMMU,
3pasku 3 6inbL HM3bkuMu OD BBaXXarTbCs HEraTUBHUMMU.

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

9. TexHiu4Hi gaHi

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 Oag/mn

1.0 Og/mn

3aranbHui Yac iHkyGauii:
Liana3oH kaniopyBaHHA:
AHaniTM4Ha YyTnuBIiCTb:

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

KinbkicTb BU3Ha4eHb: 96 TecTiB

10. laHi npoAyKTUBHOCTI

10.1 AHaniTnyHa Yytnusictb
TecTyBaHHs Oydbepa ans 3paskis 30 pasis Ha AESKULISA SS-A-60 nano
aHaniTuyHy Yytnueicte 1.0 Og/mn.

10.2 CneumndpiyHicTb i YyTNUBICTL

MikponnaHLleT NOKPUTUIA HATUBHUM NioAcbkuMm 60 kOa SS-A.
[MepexpecHoi peakTMBHOCTI 3 iHWWMW ayToaHTUreHamn He Oyno
BUABMNEHo. AHTMTINAa [Jo0 SS-A 60 BuABNSAKTbCA MPU  PI3HUX
3aXBOPHOBaHHSIX, siKi NOKa3aHi B Tabnuui Hkye:

Disease | prevalence
primary SS | 60-75%
SLE 40-50%

10.3 NiHinHicTb

O6paHi cupoBaTku TecTyBanucb 3 LM Habopom i Byno BCTaHOBMEHO
NiHINHICTb  po3BedeHHs. Tum He MeHwe, 4epe3 HeoOHOPIOHICTb
XapakTepy MACbKUX ayTOaHTUTIN MOXYTb iCHyBaTW 3pasku, WO He
nianaratoTb LbOMY NpaBuny.

BUKopucTaHHs log/lin koopauHaTt Ta 4-MapameTpoBe HanalTyBaHHS. 3 Ne ®akrop BumipsiHa OuikyBaHa BinHoBneHHs
OD KOXHOro 3paska 34nTaTy BiANOBIOHI KOHLEHTpaLii aHTUTIN, BUpaXeHi 3paska po3BeAeHHs KOHLeHTpauis KOHUeHTpauis (%)
B Oa/mn. (Op/mn) (Op/mn)
1 1/100 174.0 175.0 99.4
HopmanbHui gianasoH CyMHiBHUI Aiana3oH Mo3uTnBHi peaynbTat 1/200 86.4 875 98.7
<12 Op/mn 12-18 Og/mn >18 Op/mn 1/400 428 438 97.7
1/800 20.4 21.9 93.2
lMpuknad cmaHAapmHoi Kpueoi 2 1/100 65.9 65.0 1014
Mu pekomeHayeMo napanernbHe MineTyBaHHSA KanibpaTopiB AMsi KOXHOro 1/200 334 325 102.8
aHaniasy. 1/400 16.7 16.3 102.5
Kaniépamopu IgG 0D 450/620 HM CV % (Bapiayis) 1/800 8.6 8.1 106.2
0 Og/mn 0.018 29
3 0a/mn 0.127 1.1 10.4 To4HicTb
10 Og/mn 0.263 0.3 [InA BU3HAYEHHS TOYHOCTI aHanidy, MiHMMBICTb (BCepeaunHi i Mk cepiamm)
30 Op/mn 0.598 2.8 OLliHIOBanu LWNSXOM aHanisy “oro BiATBOPIOBAHOCTI Ha TPbOX BifibpaHnx
100 Op/mn 1.215 11 3paskax cupoBaTku, LWO6 MpeacTaBUTU Aiana3oH B MOPIBHSHHI - 3i
300 Og/mn 2.222 13 CTaHOapTHO KPUBOLO.




Intra-Assay Inter-Assay
Sample Mean cv Sample Mean cv
No. (U/mi) (%) No. (Uimi) (%)
1 172.0 3.6 1 175.0 4.1
2 65.0 3.1 2 68.0 3.8
3 23.0 2.8 3 25.0 4.2

10.5 KanibpyBaHH#

AESKULISA SS-A-60 BigkanibpoBaHuii  BiAHOCHO  KOHTPOJSbHUX
cuposatok Big CDC (LeHTp KoHTponto Ta npodinakTukm xsopob) Atlanta.
PesynbTaTtn BupaxatoTbcsa B Og/mn.

OOOATOK A: Cxema nineTyBaHHA

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

Ona kinbkicHOI iHTepnpeTauii BukopucTOBYBaTM KanibpaTtopw, LWo6
nobyaysaTtu CTaHAAPTHY KpUBY.

[ns skicHoi iHTepnpeTauii BukopuctosysaTu 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: kanibpatop C, CalD:
kani6patop D, CalE: kanibpatop E, CalF: kani6patop F

PC: MNo3nTUBHWI KOHTPOIb

NC: HeraTuBHWIN KOHTPOIb

CC: Kanibpatop Cut-off

P1: naujeHT 1

P2: naujeHT 2

P3: nauieHt 3

Hopatok B: MNMpoueaypa BUNnpo6yBaHHsA

Samples (1:101) / Controls °
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