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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 Cenp-B € TBepaodasHMm iMmyHobepMEHTHUM aHaniaom 3
BUKOPUCTAHHSIM OYMLLEHOT PEKOMBIHAHTHOI NOACHKOI LieHTpoMepu Binka
B (Cenp-B) (80 k[a) Ana KinbKiCHOrO Ta SKiCHOro Bu3HadeHHs 1gG
aHTuTin npotn Cenp-B B cupoBartui kposi nioamHu. AHani3 3abesnedye
BMCOKY YyTNMBICTb Ta CMEUM@IYHICTL AN BUSIBMIEHHS aHTUTIN NpoTw
LeHTpomepn Ginka B, sikuii cnyxuTb B sIKOCTi Jornomoru B AiarHocTuui
CUCTEeMHOI cknepogepmii i cugpoma CREST.

2. KniHiyHe 3actocyBaHHA i
iHCMpyKUii).

npuvHUun adanisy (fuse. opuziHan

lMpuHyun mecmy

3pasku cupoBatku, posbasneHi 1:101, iHKyOytoTb B MikponnaHweTax 3
BHECEHHSAM KOHKPETHOrO aHTureHa. AHTUTING nauieHTa, $KWO BOHU
NPUCYTHI B 3pasKy, 3B'A3yl0TbCS 3 aHTUreHoM. Hess'asaHa dpakuis
BMMMBAETLCS Ha HACTYMHin ctagii. MoTiM aHTu-nAckKi iMyHornobyniHu,
KoH'loroBaHi 3 [epokcupgasoto  XpoHy (koH'toraT), iHKyOyTb i
BiAOyBaeTbCa peaklisi 3 KOMMNIEKCOM aHTUIeH-aHTWUTINO B 3paskax B
MikponnaHweTtax. HesB's3aHuWn KoH'loraT BUMMBAETbCA Ha HACTYMHIN
cragii. [JopaBaHHa TMB cyGcTpaty reHepye  dhepMeHTaTUBHY
KONOPUMETPUYHY (CUHI Konip) peakuito, sika 3YMUHSIETLCS PO3BEAEHOI0
KMUCIOTO (KOMip 3MiHIOETLCS Ha XOBTUW). LLIBUAKICTL yTBOPEHHS KOnbopy
Bij XPOMOreHy € (yHKUi€0 KiNbKOCTi KOH'loraTy, MOB'A3aHOro 3
KOMMIIEKCOM  aHTUFeH-aHTUTINO, | BOHa MpOMOpLUiNHa MOYaTKOBIN
KOHLIEHTpaL,ii BiANOBIiAHWX aHTUTIN y 3pasKy nauieHTa.

3. KomnnekTt noctaBku

Maromb 6ymu eidHo81eHi:

5x bydbep ans 3paskis 1 cnakoH, 20 mn - 5X KOHUEHTpOBaHWMN
(6inni KoBMAYOK: XOBTUIA PO3YMH)

Mictute: Tpic, NaCl, BSA, asug Hatpito <0,1%
(kOoHCepBaHT)

1 cnakoH, 20 mn - 50X KOHLEHTpoBaHWM
(6inni KoBMAYOK: 3€MNEHUIN PO3UMH)

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

Fomoei 0o eukopucmaHHsi:

HeratuBHuin KoHTponb 1 dnakoH, 1.5 mn
6e3KonipHUIA PO34MH)
Mictutb: noAcbky cupoBaTKy (po3BedeHy), aswvg
HaTpito <0,1% (KOHCepBaHT)

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

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

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

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

6 dpnakoHis,1.5 mn koxeH 0, 3, 10, 30, 100,
300 Oa/mn (IHTEHCUBHICTb KONbOPY
NiABULLYETBCS 3 KOHLIEHTPALED: PO34MHMN
XKOBTOro konbopy). Jlioacbka cnupoBaTka
(posBepeHa), asma HaTtpito < 0.1%

50x MpomuBHMI Bydep

(3eneHun KoBMayok:
MoautmeHuN KoHTponb

Kani6paTop Cut-off

Kani6paTtopu

(koHCepBaHT)

KoH'torat 1 dnakoH, 15 mn 1gG (CUHI KOBNAYOK: CUHIN
PO34MH)
MicTutb: AHTU-IMYHOrNOGYNiHW NIOAUHW, KOH'lOroBaHi
3 NepoKCMaa3or XpoHy

CybcTpat TMB 1 donakoH, 15 Mn (YOpPHWI KOBMAYOK)
MicTuTb: cTabinisosanuint TMB/H,O,

Cron Po3unH 1 dnakoH, 15 wmn (6inuA  koBMmayok:
6e36apBHUIA PO3YUH)
Mictntb: 1 M consHoi kucnotu

MikponnaHweTt 12 X 8-nyHKOBUX CMYXOK, AKi

BiJOKPEMITIOOTLCS
MoKkpUTTS AMB. NYHKT 1

Heob6xidHi mamepianu, ujo He nocmayaromscsi:

MnaHweTHun pigep 3 dinbTpom 450 HM i onuinHUM pedepeHTHUM
dinbTpom 620 HM (600-690 HM). CknsiHun nocya (umningp 100-1000 mn),
npobipkn Ans po3sBefeHHsl. BopTeke, ninetkn npeumsiini (10, 100, 200,
500, 1000 mkn) abo perynboBaHa MynbTuninetka (100-1000 mn).
MikponnaHweTHui Mpuctpin ana npomuskn (300 MKN MNOBTOPHOBaHHS
abo OaratokaHanbHa ninetka abo aBToMaTM30BaHa cucTema),
aacopbyouunii nanip.

Hawi Tectm npu3HaveHi ANA BUKOPWUCTaHHS 3 OYMLLEHOK BOAOH
BignoBigHO A0 BM3HaveHHs ®apmakonei CLUA (USP 26 — NF 21) Ta
€sponeicbkoi 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
npotarom 1 Micauss npu Temnepatypi +4 °C/39 °F, sk MiHiMym.
Peazenmu i MikponnaHwem rnoguHHi eukopucmogyeamucsi minbKu
8 Mexax mepMmiHy npudamHocmi, 3a3Ha4yeHO20 Ha KOXHOMY
KOMmMoHeHmi. YHukalime iHmeHcueHo20 ennuey ceimna Ha TMB
po34uH. 36epizatime MikponnaHwemu e npu3Ha4yeHil Onsi Ybo20
¢hosib3i, 8 momy qucni 3 ocywyeayqem, i WinbHO 3aKkpusatime.

5. 3axoam 6e3nekn BUKOPUCTaHHS

5.1 He6Ge3neka ans 380poB's

Led npodykm npu3HayeHul minbku 4151 QIAFHOCTUKU IN VITRO.
TaknuM YMHOM, TifbKVM MepCcoHar, HaB4YeHWI i cneujianbHO iHOpPMOBaHWN
LWOAO MEeTOoZAiB AiarHOCTUKM B Mpobipui, MOXe NpoBoAMTU aHani3. Xova
Leln NpoayKT He BBaXaeTbCH OCOBNMBO TOKCUYHMM abo HebedneyHum B
YMOBax HOPMarbHOro BUKOPUCTaHHS, MPUTPUMYNTECH HAaCTYMNMHUX 3ax0aiB
ONs MakcumanbHoI 6e3neku:

PekomeHdauii ma 3axodu 6e3neku

Llem komnnekt MiCTUTb MOTEHLUiNHO Hebe3neyHi KomnoHeHTWU. Xouya
peareHTU He knacudikoBaHi SK nogpasHuWK Ans o4Yen i WKipyu, Mu
PEKOMEHOYEMO YHUKHYTM KOHTaKTy 3 OYMMa Ta LWKIpoW i HocuTh
OHOPAa30Bi pPyKaBUYKM.

YBAIA! Kanibpatopu, KoHTponi Ta Bydepu mictate asug HaTpito (NaN3)
sk koHcepBaHT. NaN; Moxe OyTM TOKCMYHUM, SKLO WAOro MPOKOBTHYTU
abo npu nonagaHHi Ha wkipy i ovi. NaN3 mMoxe pearyBaTu 3i CBMHLEM i
Migato i popmyBaTtu BMOYxoHebe3neuHi asuan metanis. Mpy 3HWLLEHHI,
3MUTU 3 BEMUKOIO KiNbKICTIO BOAM, LWOO 3anobirtv Hakonv4eHHo as3vais.
Byab nacka, 3BepHiTbCA OO0 mMpouedyp Ae3akTuBalii, SK Le BUKIageHo
CDC abo [0 iHWmMx MicueBux/HaLioHaNbHUX KEPIBHUX NPUHLMMIB.

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

He ninetyBatu potom.

Becb BuxigHuin niogcbkuii MaTepian, Lo BUKOPUCTOBYETLCS ANS OESKUX
peareHTiB UbOro Habopy (KOHTpomi, cTaHgapTv, Hanpuknap) O0ys
NPOTECTOBAHUI CXBaneHumMu metogamu, i 6yB HeratmBHum o HbsAg,
renatuty C Tta BIJT 1. MNpoTe, xoOeH TecT He MoOxe rapaHTyBaTu
BiJCYTHICTb BIpYCHMX areHTiB y Takux Martepianax MOBHIiCTIO. Takum
YMHOM, MOBOAMTMCHL 3 KOHTPOMNSIMU, CTaHAapTamu i 3paskamy nauieHTiB
K 3 MOTEHUINHMM JKepenoM iHeKUiHMX 3axBOptoBaHb i BiANOBIAHO A0
HaLjioHanbHMUX BUMOT.

5.2 3aranbHi 3ayBaXeHHS WOA0 BUKOPUCTaHHS

He 3wmiwywvite i He 3amiHlonTe peareHTM abo MikponnaHweTn 3 pisHWX
nortis. Lie moxe npusectn fo 3MiH B pe3ynbTartax.

MpuBecTun BCi KOMMOHEHTU A0 KiMHaTHOI TemnepaTypu (20-32 °C/68-89.6
°F) nepen BMKOPUCTaHHAM, [Aobpe nepemiwaTtv i [OTPMMYBaTUCh
pPEKOMEHAO0BAHOI iHKyOaUiMHOT CXeMu Ans ONTMMAanbHOrO BUKOHAHHSA
TecTy.

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

Hikonu He nippaBaviTe KOMMNOHEHTW GinbL BUCOKIA Temnepatypi, Hix 37
°C/98.6 °F.

3aBxan NPOBOAUTM MiNETYBaHHA PO3YMHY CybCTpaTy TinbkM 3 HOBMMM
HakoHeYHuKamu. 3axuwaTn uel peareHT Big cBeiTna. Hikonu He
ninetyBatn KOH'loraT 3 HAaKOHEYHVMKamu, SKi BUKOPUCTOBYBanuCb 3
iHLWIMMKW peareHTaMu 40 LbOoro.

6. Biabip npo6, BukopucTaHHA Ta 36epiraHHsA
BukopuctoBynte nepeBaxHO 3ibpaHi HelwodaBHO 3pasku CUMPOBATKW.
3abip KpoBi MOBMHEH NPOBOAUTUCH BifNOBIAHO 40 AEPXaBHUX BUMOT.

He  BuKopucTOBYWTE  iKTepuuHi, ninemiyHi, remoni3oBaHi  abo
bakTepianbHo 3abpyaHeHi 3pa3kn. CuposaTka 3 YacTkaMu NOBUHHA ByTH
oumLeHa LeHTpudyryBaHHAM 3 H13bKoo wBuakicTio (<1000 x g). 3pa3sku
KpPOBi MOBMWHHI OyTu 3ibpaHi B 4muCTi, cyxi i mMopoxHi npobipku. llicns
cenapauii, 3paskv cupoBaTku Crif BUKOPUCTOBYBaTK Bigpa3sy, 36epiratu
WiNbHO 3aKkpuTuMK npu Temnepatypi 2-8 °C/35-46 °F go TpboOx AHIB i
3amMopoxxeHnmm npu -20 °C/-4 °F gnsa Ginblw TpmMBanux nepiogis.



7. Mpouenypa aHanisy

7.1 NigroToBuyi 3axoaun nepepn nNineTyBaHHAM

Po3BecTn KOHUEHTPOBaHI peareHTu:

PosBectn koHUeHTpoBaHui Bycep aAns B3ipuie 1:5 AMCTMNBOBaHOK
BoAo (Hanpuknag, 20 mn nntoc 80 mn).

PosBectn koHueHTpoBaHui [NpomuBHuin Gydep 1:50 ancTUnbOBaHOK
Bopow (Hanpuknagd, 20 mn nntoc 980 mn).

3pazku:

PosBecTtu 3pasku cuposatkm 1:101 6ychepom ansi 3paska (1x)
Hanpvknag, 1000 mkn 6ydepa ansa 3paski (1x) + 10 Mk cupoBaTku.
[o6pe nepewmiwatu!

MpomuBaHHA:

MigrotyBat 20 Mn po3BegeHoro npommueHoro 6ydepa (1x) Ha 8 nyHok
abo 200 mn Ha 96 nyHok

Hanpuknag, 4 mn koHueHTpaty nnoc 196 Mn AMCTUNBLOBaHOI BOAM.

ABTOMaTM30OBaHe NPOMMBAHHA:
BpaxyBaTu HagnuLikoBi o6csrn, HeoOXigHi Ans HanawTyBaHHS npunagy,
i MepTBi 06CArV AN aBTOMaTU30BaHOIO MiNeTyBaHHS.

Py4yHe npoMuBaHHs:

Bupanutu pignHmn 3 nyHok nepekuaaHHam nnaHwerta. Moctykatv pamkoto
3 MiKponyHKamMu eHepriiHo Ha uYnicTuid agcopbyrounii nanip. BHectn 300
MK pO3BEAEHOro NpoMMBHOrO Oydepa B KOXHY NyHKy, novekatun 20
cekyHA. MNoBToOpMTY BCIO NpoLeaypy Lie ABa pasu.

MikponnaHweTu:
PospaxyiiTe KinbKicTb NyHOK, HEOOXiAHUX ANs BUNpobyBaHHA. Buganutun
3aliBi NyHKM 3 paMu, MOMICTUTM B NakKeT i 306epiraT pasom 3 ocyLLyBayem,
(2-8 °C/35-46 °F).

Mpuknad po3paxyHKy

MaujieHt Hy6nikat (OD) Cepepgte (OD) Pesynbtar (Oa/mn)
P01 0.814/0.795 0.805 44.3
P 02 1.568/1.553 1.561 1417

7.2 NpoBeaeHHNA TeCTyBaHHA

Cxema nineTyBaHHs: AvB. [logaTok A, npoueaypa BUNPOOYyBaHHSA: AMB.
Oopnatok B

Mu pekoMeHAyeMO nineTyBaHHA 3pa3kiB i KanibpaTopiB y ABOX NPMMipHUKaX.
Kani6paTop Cut-off BUKOpucTOBYBaTH TiNbKM AN AKICHOrO aHanisy.

. BHeciTe 100 Mkn po3BedeHOi CUpOBaTKM KOXHOIO MauieHTa B
NpU3HaYeHi NyHKW.

. BHecite 100 wmkn 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 MYHKY.

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

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

BHecite 100 mkn TMB cybcTpaT B KOXHY FYHKY.

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

3axuLLeHOMy Bif iHTEHCUBHOrO CBITNa.

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

e |HKyOynTE 5 XBUNUH MiHIMYM.

e  AriTyBaTu NnacTuHy peTenbHO NPOoTArom 5 cek.

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

8. KinbkicHa i flkicHa IHTepnpeTauis

[Ona KinbkicHOi iHTepnpeTauii nobygyBaTu CcTaHdapTHY KpuBy,
BiKNaBWM ONTUYHY WinbHicTe (OD) koxHoro kani6patopa (Bicb Y)
no BiQHOLLEHHIO OO BiAMNOBiAHMX 3Ha4YeHb KoHUeHTpauii B Opg/mn (Bicb
X). [Ons [OOCArHEHHA HanKpalwumx pesynbTaTiB MU  PEeKOMEeHAyeEMO
BuKopucTaHHs log/lin koopguHat Ta 4-lMapameTpoBe HanawTyBaHHHA. 3
OD KOXHOro 3paska 34nTaTy BiAMOBIOHI KOHLEHTpaLii aHTUTIN, BUPaXeHi
B Oa/mn.

[aHi, xapakTepHi Ansi KOHKPETHOrO NMOTY, 3HAXOAATLCHA B JUCTI KOHTPOIO
skocTi. MeguyHi nabopaTtopii MOXyTb npoBoanTK cBill KoHTponb AkocTi
BMKOPMCTOBYOUM BRacHi KOHTPOri i/abo BHYTPILLHIA Nyn cMpoBaToK, SIK Lie
nepenbayeHo Hopmamun €C.
He eukopucmosysamu
pe3ynbmamie nayieHmis!

uel npuknad Ons iHmepnpemauir

KoxHa nabopaTtopis MOBMHHA BCTAHOBUTM CBOi MeXi HOpMarbHUX
3HayeHb, I'PYHTYHOUUCb HAa BRACHUX MeToAaX, KOHTPOmnsX, obrnagHaHHi i
nonynsuii  mauieHTiB  y  BigNOBIAHOCTI  3i CBOIMM  BCTAHOBIIEHUMU
npoueaypamu.

Ons  sakicHoi iHTepnpeTtauii 3uMTaTM ONTUYHY wWinbHiCTb Cut-off
kanibpatopa i 3pa3kiB nmauieHTiB. MopiBHATM OD naujeHta 3 OD Cut-off
kanibpatopa. Ons sikicHoi iHTepnpeTauii MM pekoMeHayeEMO po3rnsaaTu
cvpoBaTkm B pgianasoHi 20% HaBKOMO MOPOroBOrO 3HAYeHHH, K
OBO3HauHi. Bci 3pasku 3 6inbl Bucoknm OD BBaXatoTbCsi MO3UTUBHUMMU,
3pasku 3 6inbL HU3bkMMKU OD BBaXaloTbCA HEraTUBHUMMU.

HeratuBHui: OD nayienra < 0.8 X OD cytoft
CyMHiBHUN: 0.8 X OD cytoff < OD nayienra < 1.2 X OD cyt-off
Mo3nTuBHMMA: OD nayjienra > 1.2 X OD cyteoft

9. TexHi4Hi aaHi

Marepian 3paska:
06’em 3paska:

cupoBaTka
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

3aranbHuK Yac iHkyGauii:
Liana3oH kanibpyBaHHs:
AHaniTM4Ha YyTNUBICTb:

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

KinbkicTb BU3Ha4eHb: 96 TecTiB

10. [laHi npoAyKTUBHOCTI

10.1 AHaniTnyHa YyrtnusicTb
TecTyBaHHs1 6ydepa ans 3paskiB 30 pasis Ha AESKULISA Cenp-B pano
aHaniTnyHy vytnueicts 1.0 Og/mn.

10.2 CneumndpiyHicTb i YyTNUBICTL

MikponnaHweT MoKpUTUA pekombiHaHMHor nrdcbkoro 80 kla
yeHmpomeporo 6inka B. [MepexpecHoi peakTMBHOCTI 3 iHWWMK
ayToaHTUreHamu He 6yno BusiBneHo. flo 80% naujieHTiB 3 CMHOPOMOM
CREST i 25% naujeHTiB 3 cuHgpomoM Raynaud [AeMOHCTpyHTb
aHTWTINa LeHTpomMepy.

10.3 JliHiKHicTb

O6paHi cupoBaTku TecTyBanucb 3 UMM Habopom i Byrno BCTaHOBMNEHO
NiHINHICTb  po3BedeHHA. Tum He MeHwe, 4Yepe3 HeOOHOPIHICTb
XapakTepy mHACBKUX ayTOaHTUTINT MOXYTb iCHyBaTW 3paskv, WO He
nianaratoTb LbOMY NpaBuny.

HopmanbHuii gianasoH CyMHiBHMI giana3oH Mo3uTnBHI pesynbTatn

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

lMpuknad cmaHAapmHoi Kpueoi
Mu pekomeHayeMo naparnernbHe nineTyBaHHs KanibpaTopiB Ast KOXXHOro
aHaniay.

Ne dakrop BumipsHa OuikyBaHa BipHoBneHHs
3paska po3BefeHHA KOHLieHTpauis KOHLeHTpauis (%)
(Op/mn) (Op/mn)

1 1/100 271.0 275.0 985
1/200 135.0 137.8 98.0
1/400 69.0 68.8 100.3
1/800 34.1 344 99.1

2 1/100 164.0 166.0 98.8
1/200 84.0 83.0 101.2
1/400 421 415 101.5
1/800 21.1 20.8 101.4

Kani6pamopu IgG 0D 450/620 Hm CV % (Bapiayisi)
0 Op/mn 0.049 1.9
3 0g/mn 0.146 2.1
10 Op/mn 0.337 2.7
30 Op/mn 0.667 1.3
100 Og/mn 1.246 16
300 Og/mn 2.213 23

10.4 TouHicTb

[ns BU3HAYEHHS TOYHOCTI aHani3y, MiHNMBICTb (BCcepeauHi i M cepigMu)
OLliHIOBanu LWUNSIXOM aHanisy oro BiATBOPIOBAHOCTI Ha TPbOX BifibpaHux
3paskax CcupoBaTku, LWOO nNpeacTaBuTM [diana3oH B MOPIBHAHHI - 3i
CTaHAapTHOIO KPUBOIO.




Intra-Assay Inter-Assay
Sample Mean cv Sample Mean cv
No. (Uiml) (%) No. (Uiml) (%)
1 265.0 1.5 1 261.0 1.4
2 122.0 2.3 2 119.0 2.5
3 44.0 4.1 3 46.0 3.8

10.5 KanibpyBaHH#

AESKULISA Cenp-B BigkanibpoBaHuii NpoTM KOHTPOSIbHUX CUPOBATOK
Bia CDC AtnaHtu (LleHTp 3 KOHTpOnio i MpodinaKkTuky 3axBOpPIOBaHb).
PesynbTtatn Bupaxanu B Og/mn.

OOOATOK A: Cxema nineTyBaHHA

Mu nponoHyemo nineTyBaHHAI 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 FC
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: nauieHT 2

P3: nauieHT 3

Hopatok B: MNMpoueaypa Bunpo6yBaHHsA

Samples (1:101) / Controls °
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