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OcHoB0K npu _nNposedeHHi aHarizy € opueiHan iHcmpyKuil
aHeriticbkor Mook, ekriadeHoi 8 Habip. Homep i dama
sepcii _opueziHany ma nepeknady iHCMPYKUii MOBUHHI
cnignadamu.

1 MNpu3HayeHHs

AESKULISA tTg-G New Generation € TBepaodasHum
iMyHODEpPMEHTHUM aHani3om Ans KiNbKICHOro Ta SKICHOTO BW3HAYEeHHS
IgG aHTMTIN NpoTu Heo-eniToniB TkaHWHW TpaHcrnyTamiHasu (TTM) B
cvpoBaTui  KpoBi MOAMHW.  AHamni3  BUKOPUCTOBYE PEKOMOIHAHTHY
TpaHcrnyTamiHasy nioguHW, MOoB'A3aHy 3 rmiaguH-cneundiyHmMm
nentugamu 3 BigobpaxeHHsm Heo-enitoniB TTI, wo 3abe3nevye 3Ha4yHO
nigBuLLEHy YyTNnMBICTb Ta CNeUMIYHICTb TECTY.

AHani3 € iHCTpyMeHTOM B AiarHOCTMLi Ta MOHITOpUHry Leniakii (rmoTeH-
YyTNMBOI eHTeponarii).

2 KniHiyHe 3acTocyBaHHA i
iHCMpyKUii).

npuvHumMn adanisy (fus. opuaiHan

mn kaniépatopa: 0, 3, 10, 30,
100, 300 Oa/mn.
Tioacbka cuposaTka
(po3BeneHa), buyaunin
CMPOBATKOBMIA anbbyMiH
(BCA), asug Hatpito <
0.1% (koHcepBaHT)

Mictutb: AHTH-
iMyHOrMoGyniHM NtoMHN,
KOH'toroBaHi 3
NepOKCAA30H0 XPOHY,
Buyaumit cupoBaTkoBUiA
ansbymiH (BCA)

KoH'torat, IgG | 1x15mn | CuHin CuHint

Cybetpart 1x15mn | YopHuit BeskonipHuit | CrabinisoBaHuit
T™MB TMB/H202

Cron Po3uunH 1x15mn | Binun beskoniphuin | 1 M consiHOT KUCNOTH
MikponnaHwer | 12 x 8- - - CMyxKm, siKi
TYHKOBMX BiJOKPEMITIOIOTHCS
CMYXOK MoKpUTTA AMB. NyHKT 1

* Konip 36inbluyeTbcs 3 KOHLEHTpaLliet

HEOBGXI4HI MATEPIAJIN, LLJO HE TOCTAYAKOTbCs

lMnaHweTHWA pigep 3 GinbTpom 450 HM i onuiiHUM pedepeHTHUM dinbTpom 620 HM
(600-690 Hm). CknsiHuin nocyn (umniigp 100-1000 mn), npobipku ANst poO3BELEHHS.
Boptekc, ninetkm npeumsivki (10, 100, 200, 500, 1000 mkn) abo perynboBaHa
mynbTuninetka (100-1000 mn). MikponnaHwetHuiA Mpuctpiit Ans npomuski (300 mkn
noBTOpIOBaHHS ~ abo GaraTokaHanbHa nineTka abo aBTOMaTW30BaHa cucTema),
ancopbytouuit nanip.

Hawi TecT npusHayeHi NS BUKOPUCTAHHA 3 OYWLIEHOIO BOAOK BIAMOBIAHO A0
Bu3HaueHHs Papmakonei CLLA (USP 26 — NF 21) Ta €sponeiicskoi ®apmakonei (Eur.Ph.
4-e BuA).

lMpuHyun mecmy

3pasku cupoBaTku, po3basneHi 1:101, iHKyOyloTb B MikponnaHweTax 3
BHECEHHAM CcneumndivyHOro aHTureHy. AHTUTINA MauieHTa, SKLWO BOHU
NpUCYTHI B 3pasKy, 3B'A3yl0TbCA 3 aHTureHom. HesB'szaHa dpakuis
BMMMBAETLCS Ha HACTYMHin ctagii. MoTiM aHTu-nAckKi iMyHornobyniHu,
KOH'IOrOBaHi 3 NepoKc1aasoko XPoHy (KOH'toraT), iHKyOytoTh i BinbyBaeTbCs
peakuis 3 KOMMMEKCOM aHTUreH-aHTUTINO B 3pa3kax B MiKponnaHLieTax.
HesB'si3aHnin KoH'toraT BMMMBAETbCS Ha HacTynHii cTagii. [logaBaHHs
TMB cybcTpaty reHepye hepMeHTaTUBHY KONOPUMETPUYHY (CUHIN Komip)
peakLito, sika 3yNMHSAETLCA PO3BEAEHOK KUCMOTO (KOMip 3MiHIETLCS Ha
XoBTui). LLBUAKICTE YTBOPEHHS KOMbOPY Bif, XPOMOreHy € (YHKLieo
KiNbKOCTi KOH'loraTy, NoB'A3aHoro 3 KOMMIEeKCOM aHTUIeH-aHTUTINO, | BOHa
NponopuinHa MNoYaTKOBIN KOHLUEHTpaLii BiANOBIAHWUX aHTUTIN y 3pasky
naujieHTa.

3 KomnnekT noctaBku

MAKTb 6YTHU BIJHOBJ/IEHI
KomnoHeHT Kinbkicte | Konip Konip Onuc/BmicT
KoBMayka PO34UHY

Bydep ans 1x20 Binuit YosTuit 5 X KOHLEHTPOBaHWN

3paskis (5x) Mn Tpic, NaCl, BSA, asug
Hatpito < 0.1%
(KoHCepBaHT)

pomMuBHUI 1x20 Binuit 3eneHuit 50 X KOHLEHTPOBaHWI

Bydep (50x) Mn Tpic, NaCl, TsiH 20, asug
Hatpito < 0.1%
(koHCEepBaHT)

roToBI O BUKOPUCTAHHA
KomnoHeHT Kinbkicte | Konip Konip Onuc/BmicT
KoBMayka PO34UHY

HeratusHuit 1x15 3eneHuit BeskonipHuit | Ilioacbka cuposaTtka

KoHTponb Mn (po3BepneHa), bruyaumii
CMpOBAaTKOBUIA anbbyMmiH
(BCA), a3ug Harpito <
0.1% (koHcepBaHT)

Mo3nTnBHUA 1x15 YepBoHui | XKosTui Jlioacbka cupoBaTka

KoHTponb Mn (po3BepneHa), bryaumii
CMpOBaTKOBUIA anbOyMmiH
(BCA), a3ug HaTpito <
0.1% (koHcepBaHT)

Kani6patop 1x15 Cuin YosTuit Jlioacbka cupoBaTka

Cut-off Mn (po3BeneHa), bryauuit
CMPOBAaTKOBUIA anbOyMiH
(BCA), a3ug HaTpito <
0.1% (koHcepBaHT)

Kani6patopu 6x15 Binui YosTuir* KoHLeHTpaLjis KoxHoro

4 36epiraHHA Ta TepMiH npuaaTHOCTI

36epiratu Bci peareHTn i MikponnaHweT npu TemnepaTypi 2-8 °C/35-46
°F, B opwuriHanbHiii ynakoBui. [0TOBi, BiAHOBNEHi PoO34MHWU CTabINbHi
npotarom 1 micaus npu Temnepatypi 2-8 °C/35-46 °F, sk MiHIMyMm.
PeareHTu i MikponnaHLwieT NOBMHHI BUKOPUCTOBYBATUCS TiNbKN B MeXax
TEpMiHy NpuMAAaTHOCTI, 3a3HAYEHOr0 Ha KOXXHOMY KOMMOHEHTI. YHuKante
iHTeHcMBHOro  BnnuBY  cBiTna Ha TMB  posuuH.  36epirante
MikponnaHweTn B MNpu3HayeHin Ans uporo ¢ornb3i, B TOMY 4uchi 3
ocyulyBayeM, i WinbHO 3akpusanTe.

5 Be3neka BUKOPUCTaAHHA

5.1 HeGe3neka ans 3popoB's

LUEA MPOOYKT MPU3HAYEHUN TINbKU ONA OIATHOCTUKKU IN
VITRO. Takum YMHOM, TifbKUM MNepcoHarn, HaBYeHWW | cneuianbHO
iH(popMoBaHUiA LLOAO0 MeToAIB AiarHOCTMKM B NpobipLi, Moxe NpoBoaUTH
aHani3. Xoya uer NpoayKT He BBaXaeTbCsi OCOOMMBO TOKCUYHMM abo
Hebe3ne4yHum B yMOBax HOPMaribHOTO BUKOPUCTAHHS, MPUTPUMYUTECH
HaCTYMHWUX 3axodiB ANnsi MakcumanbHoi 6e3neku:

PekomeHndauii ma 3axodu 6e3neku

Llen komnnekt MicTUTb MOTEHLUiNHO Hebe3neyHi komnoHeHTWU. Xouva
peareHTU He knacudikoBaHi SK MNOAPA3HUK AN Oven i LWKipu, Mu
PEKOMEHAYEMO YHMKHYTM KOHTAKTy 3 O4YMMa Ta LKIPOK | HOCUMTH
0OHOPAa30Bi pyKaBUYKM.

YBAT'A! Kanibpatopu, KoHTponi Ta Bydepu mictate a3ug HaTpito (NaN3)
sik KoHcepBaHT. NaN3 Moxe ByTU TOKCUYHUM, SIKLLO MOr0 MPOKOBTHYTM
abo npu nonapaHHi Ha wkipy i ovi. NaN; Moxe pearyBaTu 3i CBUHLEM i
migato i dopmyBaTn BMOyxoHebe3neyHi asvan metanis. lNpy 3HWLLEHHI,
3MUTU 3 BENUKOK KiNbKICTIO BOAM, W06 3anobirt HakonuyeHHo asuais.
Byab nacka, 3BepHiTbCA OO0 mMpoueayp Ae3akTuBalii, SK Le BUKNageHo
CDC ab0 8o iHWKX MicLieBUX/HaLOHANBHUX KEPIBHUX NPUHLUMMIB.

He nanitb, He ixTe i He nuiTe nig 4yac po6oTn 3 Habopom. He
nineTtyBaTu poToM.

Becb BuxigHui nioacbkuii MaTtepian, WO BUKOPUCTOBYETLCHA ANA ASKMX
peareHTiB UbOro Habopy (KOHTpomi, cTaHgapTu, Hanpwuknag) 6ys
NMpOTECTOBaHWI CXBaneHUMU meTogamu, i 6yB HeratwuBHum Ao HbsAg,
renatuty C Tta BIJ1 1. lNpoTe, xoOeH TecT He MOxe rapaHTyBaTu
BiACYTHICTb BIpyCHMX areHTiB y Takux Martepianax MOBHIiCTI. Takum
YMHOM, MOBOAMUTUCH 3 KOHTPOMSIMW, CTaHAapTaMu i 3paskamy nauieHTiB
AK 3 NOTEHUIHUM [HKepenom iHPEKLIMHNX 3aXBOPOBaHb i BiAMOBIAHO 4O
HaLjioHanbHMUX BUMOT.

KomnnekT micTUTb MaTtepian TBapMHHOIO MOXOMKEHHS!, SIK 3a3HA4YEHO B
Tabnuui 3micTy, NOBOAUTUCD BigMNOBIAHO [0 HALiOHANbHUX BUMOT.

5.2 3aranbHi 3ayBaXXeHHS WOAO0 BUKOPUCTaHHSA

Y pasi, sKwo iHdopmauis npo NpoaykT, B TOMY YMUCIi MapKyBaHHS, €
cnoTBopeHod abo HenpaswunbHOW, OyAb nacka, 3BEpHITbCA A0
BMPOOHMKa Y1 nocTavanbHuKa TecT-Habopy.

He 3miwyvite i He 3amiHlonTe peareHTM abo MikponnaHweTn 3 pisHKX
nortis. Lie moxe npusectn Ao 3MiH B pe3ynbTartax.




MpvBeCTN BCi KOMMNOHEHTM A0 KiMHaTHOI Temnepatypu (20-32 °C/68-89.6
°F) nepen BWKOpWUCTaHHsIM, [O06pe nepemiwaTtn i [OTPUMYBaTUCh
pekoMeHAoBaHoi  iHKybaUinHOi cxemMu ONnsi ONTUManbHOrO BUKOHaHHA
TecTy.

IHky6auis: Mu pekomeHayemo npoBoauTtu Tect npu 30 °C/86 °F ans
aBTOMaTU30BaHUX CUCTEM.

Hikonu He nmippaBaviTe KOMNOHEHTU GinbLU BUCOKiIA TeMnepaTypi, Hix 37
°C/98.6 °F.

3aBxan NpoBOAWUTU MINETYBaHHA PO34MHY cybcTpaTy Tinbku 3 HOBUMMW
HaKOHeYHMKaMKn. 3axuwaTtn LUen peareHT Big cBitna. Hikonn He
nineTyBatn KoH'loraT 3 HaKOHEeYHVMKaMW, siki BUKOPUCTOBYBanuCb 3
iHWMMK peareHTammn [0 LbOoro.

MeBHUM KNiHIYHMM pgiarHO3 He NOBUHEH FpPyHTyBaTUCS Ha
pe3ynbTaTtax TifibKM NPoOBeAeHOro Tecty, arie Mae 6yt 3po6reHumn
nikapeM nicns ouiHKM BCiX KNiHiYHUX Ta NabopaTopHUX AOCHiAXKEeHb.
[iarHo3 noBuHeH OyTU nepeBipeHMM 3 BUKOPUCTAHHAM pPi3HUX
MeToAiB AiarHOCTUKM.

6 Bin6ip npo6, BukopucrtaHHs Ta 36epiraHHs

BukopuctoByiiTe nepeBaxHO 3pasku cupoBaTku. 3abip KpoBi NOBUHEH
NPOBOAMTUCH BIAMOBIAHO [0 AepXaBHMX BUMOr. He BuKOpUCTOBYMTE
ikTepuy4Hi, ninemiyvHi, remonisoBaHi abo H6akTepianbHO 3abpyaHEHI 3pa3ku.
3pasku kpoBi MoBWHHI ByTwn 3ibpaHi B 4nUCTi, Cyxi i NOPOXHI MPOBipku.
Micna cenapauii, 3paskn cupoBaTku Crif BMKOPVCTOBYBATU HeraviHo,
36epirati LWiNbHO 3akpuTUMK nNpu TemnepaTypi 2-8 °C/35-46 °F pgo 48
rooguH abo 3amopoxeHumun npu -20 °C/-4 °F pnsa 6inbl TpuBanux
nepiogis.

7 Mpoueaypa aHanisy

7.1 NigroToBYi 3axoaun nepea No4YaTkom poboTun

Po3BecTn KOHLEHTPOBaHI peareHTu:

PosBectn koHueHTpoBaHui Oydep ans 3paskie 1:5 guctunboBaHoo
BoAow (Hanpwuknag, 20 mn nrtoc 80 mr).

PosBectn koHueHTpoBaHuin [NpomuBHuii Bycep 1:50 AucTunboBaHo
BoAow (Hanpuknag, 20 mn nntoc 980 mn).

o6 YHWKHYTM MOMWMMOK MW MPOMOHYEMO MO3HAYUTM KOBMAYKN Pi3HMX
kanibpaTopi..

3pasku:

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

MpomuBaHHs:

Nigrotyatn 20 mn po3BeaeHoro npomusHoro Bydpepa (1x) Ha 8 nyHok
abo 200 mn Ha 96 nyHoK, Hanpwknag, 4 Mn KoHueHTpaTy nnoc 196 mn
OUCTUINbOBAaHOI BOAMW.

ABTOMaTM30BaHe NPOMMBAHHA:
BpaxyBaTu HagnuLKoBi o6csArn, HeoOXigHI ANA HanawTyBaHHSA npunagy,
i MepTBi 06CsIrM ANst aBTOMaTU30BaHOIO MiNeTyBaHHS.

Py4He npomuBaHHSA:

BuganuTtu pignHu 3 nyHoOK nepeknaaHHamM nnadweTta. MNocTtykatn pamkoto
3 MiKpOnyHKamMu eHepriviHo Ha yicTuii agcopOyrounii nanip. BHectn 300
MK po3BedeHOro npomuBHOro Bydepa B KOXHY FyHKy, moyekatn 20
cekyHa. MoBTOpMTKM BClO NpoLieaypy Lie ABa pasu.

MikponnaHweTu:

PospaxyiitTe KinbKicTb NMyHOK, HEOOXiAHWUX Ans aHanisy. Buganutu 3ansi
NYHKVW 3 pamKu, MOMICTMTM B nakeT i 36epiraTy pasom 3 ocyllyBayeMm,
LWiNbHO 3akpuTuMK (2-8 °C/35-46 °F).

7.2 Cxema lMineTyBaHHA
Mu nponoHyemo nineTyBaTu KanibpaTopw, KOHTpOMi i 3pasku Takum
YUHOM:

Ons KINIbKICHOI intepnpetauii  [ns SKICHOI intepnpeTauii

1 2 3 4. 1 2 3 4...
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CalA: kanibpatop A CalD: kanibpatop D PC: noautusHmit P1: naujent 1
CalB: kanibpatop B CalE: kani6patop E KOHTPOMb P2: naujent 2
CalC: kanibpatop C  CalF: kani6patop F NC: HeraTuBHMit P3: naujent 3
KOHTpOb
CC: cut-off
kanibpatop

7.3 NpoBeneHHsA TeCTyBaHHA

Kpok | Onuc
1. lMepekoHanTecs, WO MNiAroTOBKa BiANOBIAHO A0 NYHKTY 7.1 BuLe
6yna npoBefeHa nepes nineTyBaHHSM.
2. BukopuctoByinTe HacTynHi Kpoku ONs OTPMMaHHs HeobXigHWX

KiNIbKiICHUX/SIKICHUX pe3ynbTarTiB:

KOHTPOII | 3PA3KN

3. BHecTn B 3a3HayeHi NyHKW, siK onvcaHo B po3paini
7.2 Buue, 100 MK KOXHOrO:

a. Kanibpatopis (CAL.A po CALF) gans
KIJTbKICHOI a6o
b. Cut-off kani6patopa (CC) ans SKICHOI
u iHTepnpeTauii i 100 MKkn KOXHOrO 3
HacTyMHUX:

+100 pl
e HeratuBHoro  konTponio  (NC) i
Mo3uTmeHoro koHTponto (PC), i
e PossegeHoi cuposaTtku nauieHta (P1,
P2..)

IHky6yBaT npotarom 30 xBunuH npu 20-32
°C/68-89.6 °F.

5. |washe |
[ 1t Mpomutn 3 pasu 3 300 MK NPOMMBHOIO
% / 6ydepa (po3senenuit 1:50).
— -
3x 300wl
KOH'IOTAT
6

BHecTn 100 MK KOH'lOraTy B KOXHY MyHKY.

IHky6yBaT npotarom 30 xBunuH npu 20-32
°C/68-89.6 °F.

8 |washs |
[ 1t MNpomutnn 3 pasm 3 300 MKN NPOMMBHOIO
% / Oydbepa (po3seneHnuin 1:50).
— —
3x_ 300wl
CYBCTPAT
9.

Brectn 100 mkn TMB cybcTpaTy B KOXKHY NYHKY.

10. %

InkybyBaT npotarom 30 xBunuH npu  20-32
\ °C/68-89.6 °F, 3axuweHun BiOg IHTEHCMBHOIO
cBiTna.

CTOIN PO34YMH

11.

BHectn 100 MK CTOM-pPO34YMHY B KOXHY INYHKY,
BMKOPUCTOBYIOUM TON e MOPSAOK, WO i npu
nineTyBaHHi cybcTpary.

+100 pl

12. S

Butpumatin 5 XBUNWUH MiHiMyM.

13. PeTenbHO cTpyllyBaTH NNacTuHy NpoTSroM 5 cex.

14. OE},\;OD% BuMipaTn onTuyHy winbHicTe npu 450 HM
(pekomeHayeTbest 450/620 HM) npoTtarom 30
450/620 nm XBUNVH.

8 KinbkicHa Ta flkicHa IHTepnpeTauin

Ons kinbkicHOi iHTepnpeTauii nobyayBaTv CcTaHOapTHY KpuBY,
BiAKNaBWM ONTUYHY LWinbHicTb (OD) koxHoro kani6patopa (Bicb Y)
Mo BiQHOLLEHHIO A0 BiANOBIAHUX 3HAYeHb KOHUeHTpauii B Oa/mn (Bick X).
Ona  [OCArHEeHHs  Hamkpawux  pesynbTaTiB MU PEKOMEHAYEMO
BuKopucTaHHs log/lin koopauHaT Ta 4-lNapameTpoBe HanawTyBaHHS. 3




OD KoXXHOro 3paska 34uTaTy BiANOBIOHI KOHLEHTpaLUii aHTUTIN, BUPaXeHi
B Oa/mn.

HopmanbHuii gianasoH CyMHiBHMI giana3oH Mo3uTnBHI pesynbTatn

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

lMpuknad cmaHAapmHoi Kpueoi
He BuMkopucTOBYBaTM Liei Npuknag Ans iHTepnpeTaudii pesynbTariB
naujieHTiB

Kani6pamopu IgA OD 450/620 Hm CV % (Bapiayis)
0 Op/mn 0.073 3.1
3 0p/mn 0.179 2.3
10 Og/mn 0.342 12
30 Op/mn 0.662 0.1
100 Oa/mn 1.310 0.9
300 Op/mn 2.263 0.3
lMpuknad po3paxyHKy
MaujieHT [y6nikar (OD) CepeaHe (OD) PesynbTar (Oa/mn)
P 01 0.808/0.831 0.820 39.6
P02 1.081/1.071 1.076 66.1

3pasks Bulle 3HAYeHHS HamBWLWOro Adiana3oHy KanibpaTtopa cnig
npeactaBnsat™M y Burnsgi > Max. BoHV noBuHHI GyTv po3BedeHi B Mipy
HeobxigHOCTI i 3HOBY aHanioBaHi. 3paskuM HWkK4Ye 3Ha4yeHb fianasoHy
KanibpaTopa NoBWHHI ByTW NpeacTaBneHi y Burnsgi < Min.

[aHi, XxapakTepHi AN KOHKPETHOro NOTY, 3HAaX04ATbCA B FIUCTI KOHTPOMO
sikocTi. MeamyHi nabopaTopii MoxyTb npoBoanTK cBit KoHTponb AkocTi
BVIKOPVICTOBYIOYM BriaCHi KOHTPONi i/abo BHYTPILLHIN Myn CMPOBATOK, K Lie
nepen6ayeHo Hopmamu €C.

KoxHa naGopaTtopisi MOBMHHA BCTAHOBUTU CBOi MeXi HOPManbHMX
3HayeHb, I'PYHTYIOUMNCb Ha BIACHWX MeTOoAaX, KOHTPOMsAX, obnafgHaHHi i
nonynsAuii  nauieHTiB  y BIigNOBIgHOCTI 3i CBOIMWM BCTaHOBNEHUMMU
npoueaypamu.

Y BUNagKy, KON 3Ha4YeHHs1 KOHTPOMIB He BiAMOBIAAOTbL KPUTEPISIM, TECT €
HeiiCHNM i NOBMHEH ByTW NOBTOPEHUIA.

HacTynHi TexHiuHi gaHi NoBWHHI OyTW nepesipeHi: TEPMiH MpuaaTHOCTI
(npuroToBneHnx) peareHTiB, YMOBW 30epiraHHs, nineTku, npunagu,
doToMeTp, yMOBM iHKybaLii i MeToau NpOMMBKU.

Akwo npoTecToBaHi 3pa3ku NOKasylTb 3HAYEHHS, K BIAXMNATLCS Big
BCTaHOBIEHUX, abo KpuTepii NepeBipkun He BUKOHYyOTbCA 6e3 Baromumx
npuynH, 6yab nacka, 3BepHiTLCA 40 BUPODOHMKA YW nocTavanbHuKa TecT-
Habopy.

Ona skicHoi iHTepnpeTtauii 3uuTaTM ONTUYHY wWinbHiCTb Cut-off
KanibpaTopa i 3paskiB nauieHTiB. MopiBHsATK OD naujeHta 3 OD Cut-off
kanibpaTopa. [ns sikicHoOi iHTepnpeTauii M1 pekoMeHOyeEMO po3rnsgaTu
cvpoBaTtkm B pianas3oHi 20% HaBKOMO MOPOroBOTO 3HAYEHHS, SK
[BO3HauHi. Bci 3pasku 3 6inblw Bucokum OD BBaxalTbCsl MO3UTUBHUMMU,
3pasku 3 6inbL HU3bkuMm OD BBaXarOTLCA HEraTMBHUMM.

HeratnBHun: OD nayienra < 0.8 X OD cytoff
CyMHiBHUIA: 0.8 X OD cytoff £ OD nayienra < 1.2 X OD cyteoff
Mo3nTnuBHUI: OD qayienra > 1.2 X OD cyreoff

9 TexHiyHi AaHi
Marepian 3paska:
O6’em 3paska:

cupoBaTka
10 mkn 3paska, possegeHoro 1:101 B 1x
6ydepi Ans 3paskis

90 xBunuH npu 20-32 °C/68-89.6 °F

0-300 Op/mn

1.0 Op/mn

3aranbHui yac iHkybaulii:
[ianasoH kanibpyBaHHs:
AHaniTM4Ha YyTnmBICTb:

30epiraHns: npu Temnepatypi 2-8 °C/35-46 °F
BMKOPVCTOBYWTE TiNbKW OpUriHanbHi
dnakoHu

KinbkicTb BU3Ha4YeHb: 96 TecTiB

10 Po6oui xapakTepuctmkm

10.1 AHaniTnyHa YyTnusicTtb

TecTtyBaHHs Bydepa ans 3paskis 30 pasiB Ha AESKULISA tTg-G New
Generation gano aHanituuHy 4ytnueictb 1.0 Og/mn.

10.2 CneuundbivHicTb i YyTNUBICTb

MikponnaHweT NoKpuTi  PEKOMOIHAHTHOK  NIOACHKOK  TKAHWHHO
TpaHcrnyTamiHaso i rniaguH-cneundiyHumm nentngamu. MNepexpecHoi
peaKkTMBHOCTI 3 iHWUMK ayToaHTureHamn He Oyno BusBneHo. Lo6
nepeBipUTN MNepexpecHy peakTUBHICTb 3 rniaguHoM, 7 MO3UTUBHUX
CVpOBATOK Ha rniaguMH Oyny TecToBaHi i He BCTynanu B peakuilo 3 LM
aHanisoMm, xo4ya pesynbTaT MoOXe OyTW iHakwuMM Ansa iHWuxX rniaguH
NMO3NTUBHMX CUPOBATOK.

[ns BM3HaYeHHs YyTNMBOCTI i cneuundivHoOCTI cnupoBaTkm 185 nmauieHTis,
AKi cTpaXkgatoTb Ha uerniakito (n = 122) i noB'A3aHUX 3 HEl0 3axXBOPHOBaHb
(amB. Tabnuuto Hwk4e), 6ynu ouiHeHi Ha AESKULISA i 3asBneHomy
npucTpoi. Pe3ynbTaTtn nokasaHi B Tabnuui Huwkye.

diagnosis
Pos Neg Total
AESKULISA | Pos 80 5 85
tTg-G Neg | 4 96 100
Total 84 101 185
Y3romKeHicTb*: 95.1%
YyTnueicTb*: 95.2%
CneuudivHicTb*: 95.1%
Predicate device
Pos Neg Total
AESKULISA | Pos 18 e7 85
tTg-G Neg 4 96 100
Total 22 163 185
BigHocHa Y3romkeHicTb: 61.1%
BigHocHa YyTnmsicTb: 81.8%
BinHocHa CneuudivHicTs: 58.9%
Disease # Tested | # positive | # positive
AESKU pred dev
Celiac Disease 64 /64 62 (96.9) |21(32.8)
Celiac Disease (gluten free diet) |38/38 0(0.0) 1(2.8)
Disease control (total) 70/210 |5(2.4) 5(7.1)
Crohns Disease 51/51 1(2.0) 0(0.0)
Crohns Disease 0/58 0(0.0) nld
Ulcerative Colitis 474 0(0.0) 1(25.0)
Ulcerative Colitis 072 0(0.0) nid
Helminthiasis 212 2(100.0) |2(100.0)
Lactose Intolerance 212 2(100.0) |2(100.0)
Gliadin positive sera 0/7 0(0.0) nld
Healthy donors 474 0(0.0) 0(0.0)
Healthy donors 0780 0(0.0) nid

10.3 NiHinHicTb

O6paHi cupoBaTtku Gynu NpoTecToBaHi 3a AOMOMOroK Lporo Habopy i
BCTaHOBJIEHO, L0 BOHWM po36aBnsAloTbCA NiHiiHO. TMM He MeHL, yepes
HEOAHOPIAHICTb NPUPOAM FIOACBKUX ayTOaHTUTIM  MOXYTb iCHyBaTu
3pasku, Lo He nignagaroTb Mig ue npasuno.

Ne ®dakrop BumipsHa OuikyBaHa BipHoBneHHs
3paska po3BefeHHA KOHLieHTpaLis KOHLieHTpaLis (%)
Oa/mn Oa/mn

1 1/100 413 410 100.8
1/200 22.2 20.5 108.3
1/400 112 103 109.3
1/800 55 5.1 107.1

2 1/100 86.6 87.0 99.5
1/200 429 435 98.5
1/400 23.9 21.8 109.7
1/800 119 10.9 109.4

10.4 TouHicTb
[ns BU3Ha4YeHHs TOYHOCTI aHani3y, MiHNUBICTb (BCepeauHi i Mk cepisiMu)
OLliHIOBanu LWNSXOM aHanisy “oro BiATBOPIOBAHOCTI Ha TPbOX BifibpaHnx
3paskax CcupoBaTku, LWOO nNpeacTaBuMTM [diana3oH B MOPIBHSAHHI - 3i
cTaHgapTHOW kpmBoto (N=18). MNpunHaTHUM giana3oH ans CV cTaHoBUTb
10% (n=24/18).

Intra-assay Inter-assay
Sample No.  Mean (U/ml} = CV (%) Sample No. Mean (Uml) CV (%)
1 19.2 3.1 1 16.7 4.3
2 100.8 35 2 97.4 76
3 152.8 46 3 194 .4 9.1

10.5 KanibpyBaHHs
YUepes BiACYyTHICTb pedepeHTHMX MaTepianiB aHania kanibpyetbca B
Oa/mn.
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