HABIP IDA

AnA KUIbKICHOIO TA AKICHOIO
BU3SHAYEHHSA IgA AHTUTIN NMPOTHU
rMmAOuHY

3501, Aeskulisa Glia-A

Kamarnoe. Ne: 3501 Memoduka eid 10-10-2013

Kinbkicmp  : 96 Bepcis 003
BupobHuk  : AESKU. Diagnostics,
(HimeyyuHa)

OcHoB0W npu _nNposedeHHi aHasizy € opueiHan iHcmpyKuil
aHeriticbkor Mook, ekriadeHoi 8 Habip. Homep i dama
sepcii _opueziHany ma nepeknady iHCMPYKUii MOBUHHI
cnignadamu.

1 MNpu3HayeHHs

AESKULISA Glia-A € tBepgodasHum iMyHODEpPMEHTHMM aHarmi3om 3
BUKOPUCTaHHSAM BUCOKO OuMLLEHOro anbda-lMniaguHy Ans KinbkicCHOro Ta
sKicHoro BusBNeHHs IgA aHTuTin npotu [MiagvHy B cvpoBaTui KpOBI
TIOAUHN.

AHania € iHCTpymMeHTOM B diarHoctuui
eHTeponarii).

ueniakii - (rmoTeH-4yTNMBOI

2 KniHiyHe 3acTocyBaHHA i
iHCMpyKUii).

npuvHumMn adanisy (fus. opuaiHan

(po3BeneHa), Guyaunin
CMPOBATKOBUIA anbOyMiH
(BCA), asug Hatpito <
0.1% (koHcepBaHT)

Mictutb: AHTU-
iMyHOrMoGyniHM NtoMHN,
KOH'loroBaHi 3
NepOKCMAa30io XpoHY,
Buyaumii cuposaTkoBUi
ansbymiH (BCA)

KoH'torat, IgA 1x15mMn | YepBoHuit | YepBoHuit

Cyberpar 1x15mMn | YopHui beskoniphuit | CrabinizoBaHui
TMB TMB/H.02

Cron Po3uuH 1x15mn | Binun beskoniphuin | 1 M consiHOi Kucnotn
MikponnaHwet | 12 x 8- - - CmyxKu, ki
NYHKOBUX Bi[JOKPEMTIOIOTLCA
CMYXXOK IMoKpUTTH AMB. MyHKT 1

* Konip 36inbluyeTbcs 3 KOHLEHTpaLliet

HEOBGXI4HI MATEPIAJIN, LL|O HE TOCTAYAKOTbLCs

MnaHweTHWA pigep 3 GinbTpom 450 HM i onuiiHUM pedepeHTHUM (inbTpom 620 HM
(600-690 Hm). CknsHui nocyd (umnivgp 100-1000 mn), npobipku ANS po3BemeHHs.
Boptekc, ninetkm npeumsivni (10, 100, 200, 500, 1000 mkn) abo perynboBaHa
mynbTtuninetka (100-1000 mn). MikponnaHweTHui Mpuctpin ans npomueku (300 mkn
noBTOplOBaHHS ~ abo GaraTokaHanbHa nineTka abo aBTOMaTW30BaHa cucTema),
apcopbytouuit nanip.

Hawi TecTw npusHayeHi ANS BWKOPWUCTAHHS 3 OYWLLEHOK BOAOK BIAMOBIHO A0
Bu3HaueHHs ®apmakonei CLUA (USP 26 — NF 21) ta €sponeitcbkoi ®apmakonei (Eur.Ph.
4-e BuA).

lMpuxyun mecmy

3pasku cupoBaTku, po3basneHi 1:101, iHKyOyloTb B MikponnaHweTax 3
BHECEHHAM cneumndivyHOro aHTureHy. AHTUTINA MauieHTa, SKLWO BOHM
NpUCYTHI B 3pasKy, 3B'A3yl0TbCA 3 aHTureHom. HesB'ssaHa dpakuis
BMMMBAETLCS Ha HACTYMHiN ctagii. MoTiM aHTU-nACkKi iMyHOrnobyniHu,
KOH'IOroBaHi 3 NepoKcnaa3oko XPoHy (KOH'toraT), iHKyOytoTh i BinbyBaeTbCs
peakuis 3 KOMMNMEeKCOM aHTUreH-aHTUTINO B 3paskax B MiKponmaHLweTax.
HesB'si3aHnin KoH'toraT BMMMBAETbCS Ha HacTynHiv cTagii. [logaBaHHs
TMB cybcTpaty reHepye hepMeHTaTUBHY KONOPUMETPUYHY (CUHIN Komip)
peakLjto, sika 3yNMHSAETLCA PO3BEAEHOK KUCMOTO (KOMip 3MiHIETLCS Ha
XoBTui). LUBUAKICTE YTBOPEHHS KOMbOPY Bif, XPOMOreHy € (YHKLieo
KiNbKOCTi KOH'loraTy, NoB'A3aHOro 3 KOMMIEKCOM aHTUIeH-aHTUTINO, | BOHa
NponopuinHa MNoYaTKOBIN KOHLUEHTPaLii BiANOBIAHWMX 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), bryaumii
CMpOBAaTKOBUIA anbbyMmiH
(BCA), a3ug Harpito <
0.1% (koHcepBaHT)

Mo3nTnBHUA 1x15 YepBoHui | XKosTui Jlioacbka cupoBaTka

KoHTponb Mn (po3BepneHa), bruyaumii
CMpOBaTKOBUIA anbOyMiH
(BCA), a3ug Harpito <
0.1% (koHcepBaHT)

Kani6patop 1x15 Cuin YosTuit Jlioacbka cupoBaTka

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

Kani6patopu 6x15 Binuit Yostuir* KoHueHTpaLjis KoxHoro

M kani6patopa: 0, 3, 10, 30,

100, 300 Og/mn.
Jlioacbka cupoBaTka

4 36epiraHHA Ta TepMiH npuaaTHOCTI

36epiratu Bci peareHTn i MikponnaHweT npu TemnepaTypi 2-8 °C/35-46
°F, B opwuriHanbHii ynakoBui. [OTOBi, BiAHOBNEHi PoO34MHWM CTabINbHi
npotarom 1 micaus npu Temnepatypi 2-8 °C/35-46 °F, sk MiHIMyMm.
PeareHTtu i MikponnaHLwieT NOBMHHI BMKOPUCTOBYBATUCS TifbKN B MeXax
TepMiHy NpuaaTHOCTI, 3a3HA4YEHOr0 Ha KOXXHOMY KOMMOHEHTI. YHuKanTe
iHTeHcMBHOro  BnnuBY  cBiTna Ha TMB  posuuH.  36epirante
MikponnaHweTn B MNpu3HayeHin Ans uporo ¢ornb3i, B TOMY 4uchi 3
ocylLuyBayem, i LWirnbHO 3aKkpuBanTe.

5 Be3neka BUKOPUCTaAHHA

5.1 HeGe3neka ans 3gopoB's

LUEA MPOOYKT MPU3HAYEHUN TINbKU ONA OIATHOCTUKKU IN
VITRO. Takum YMHOM, TifbKUM MNepcoHarn, HaBYeHWW | cneuianbHO
iHbOpMOBaHWIA LLOAO METOAIB AiarHOCTUKM B NMPoBipLi, MOXe NpoBOAUTH
aHani3. Xoya uer NpoayKT He BBaXaeTbCsli OCOOMMBO TOKCMYHMM abo
Hebe3nevyHnM B yMOBax HOpPManbHOrO BUKOPUCTaHHS, MPUTPUMYMTECH
HACTYMHWUX 3aX0AIB A4S MakcumarbHOoI 6esneku:

PekomeHOauii ma 3axodu 6e3neku

Llem komnnekT MiCTUTb MOTEeHLUiNHO Hebe3neyHi kommoHeHTW. Xouva
peareHTU He KnacudikoBaHi SK MOAPA3HUK AnA O4yer | LWKipyu, Mu
PEKOMEHAYEMO YHUKHYTW KOHTaKTy 3 O4uMa Ta LUKIpol i HOCWUTK
O[HOPAa30Bi PyKaBUYKM.

YBAIA! Kani6patopu, KoHTponi Ta Bydepu mictsate asug HaTpito (NaN3)
sk koHcepBaHT. NaN; Moxe OyTv TOKCUYHUM, SKLO MAOro MPOKOBTHYTU
abo npu nonapaHHi Ha wkipy i ovi. NaN; Moxe pearyBaTu 3i CBUHLEM i
migato i hopmyBaTu BMOYxoHebe3neuHi asuan metanis. Mpy 3HWLLEHHI,
3MUTK 3 BENMKOK KiNbKIiCTIO BOAM, W06 3anobirtn HaKonuYeHHIo asugis.
Byab nacka, 3BepHiTbCA OO0 mMpoueayp Ae3akTuBalii, SK Le BUKNageHo
CDC abo [0 iHWwmMx MicueBUx/HaLioHaNbHUX KEPIBHUX MPUHLMMIB.

He nanitb, He ixTe i He nuiTe nig 4yac po6oTn 3 Habopom. He
nineTyBaTu poTom.

Becb BuxigHui nioacbkuii MaTtepian, WO BUKOPUCTOBYETLCHA ANA ASKMX
peareHTiB LbOro Habopy (KOHTpomi, cTaHgapTv, Hanpukrnag) 60ys
NpoTECTOBaHWI CxXBaneHMMn metogamu, i 6yB HeratwuBHum Ao HbsAg,
renatuty C Tta BIJ1 1. lNpoTe, xoOeH TecT He MoOXe rapaHTyBaTu
BiACYTHICTb BIPYCHMX areHTiB Yy Takux MaTtepianax MOBHICTIO. Takum
YMHOM, MOBOAMUTUCH 3 KOHTPOSSIMW, CTaHZApTaMu i 3paskamy NalieHTiB
AIK 3 NOTEHUIHUM [HKepenoM iHEKLIMHNX 3aXBOPIOBAHb i BiAMOBIAHO 4O
HauioHanbHUX BUMOT.

KomnnekT micTUTb MaTepian TBapMHHOIO MOXOMKEHHS, SIK 3a3HA4YeHO B
Tabnuui 3micTy, NOBOAUTUCDH BigMNOBIAHO [0 HALOHANbHUX BUMOT.

5.2 3aranbHi 3ayBaXXeHHS WOAO0 BUKOPUCTaHHS

Y pasi, sKwo iHdopmauis npo nNpoaykT, B TOMY YMUCIli MapKyBaHHS, €
cnoTBopeHolo abo HenpaswnbHow, OyAp nacka, 3BepHiTbCA A0
BMPOOHMKa Y1 nocTavarnbHuKa TecT-Habopy.

He 3miwyvite i He 3amiHlonTe peareHTU abo MikponnaHweTn 3 pisHKX
nortis. Lle Moxe npmBecTn 40 3MiH B pe3ynbTaTax.

MpuBecTn BCi KOMMOHEHTU A0 KiMHaTHOI TemnepaTtypu (20-32 °C/68-89.6
°F) nepen BWKOpUCTaHHAM, Jdobpe nepemiwaTtv i [OTPMMYBaTUCh




pekoMeHAoBaHoi iHKybaUinHOi cxeMu ONnsi ONTUManbHOrO BUKOHaHHA
TecTy.

IHky6auis: Mu pekomeHgyemo npoBoauTu Tect npu 30 °C/86 °F ansa
aBTOMaTU30BaHMX CUCTEM.

Hikonu He nippaBaiiTe KOMNOHEHTU GinblL BUCOKiA TeMnepaTypi, Hix 37
°C/98.6 °F.

3aBxau NpoBOAWUTU MINETYBaHHA PO34MHY cybcTpaTy Tinbku 3 HOBUMMW
HakoHeYyHMKamun. 3axuwaTtn uen peareHT Big cBiTna. Hikonn He
nineTyBaT KoH'loraT 3 HaKOHEYHWKamu, siKi BUKOPUCTOBYBanuCb 3
iHWMMK peareHTammn [0 LbOoro.

MeBHMA KNiHIYHUA pgiarHO3 He TMNOBUHEH [PYHTyBaTUCA Ha
pe3ynbTaTax TiflbKM NpOBeAEeHOro TecTy, ane Mae 6yTn 3pobneHui
nikapem nicns ouiHKM BCiX KNiHIYHUX Ta NabopaTOpHUX [OCTIiAXKEHb.
[iarHo3 noBuHeH OyTU nepeBipeHMM 3 BUKOPUCTAHHAM pPi3HUX
MEeTOAIB AiarHOCTUKM.

6 Bin6ip npo6, BukopucrtaHHs Ta 36epiraHHs

BukopuctoByinTe nepeBaxHO 3pasku cupoBaTku. 3abip KpoBi MOBUHEH
NPOBOAMTUCH BIAMOBIAHO 00 AepXaBHUX BUMOr. He BuKOpucTOBYMTE
ikTepun4Hi, ninemiyvHi, remonisoBaHi abo H6akTepianbHO 3abpyaHEHI 3pa3ku.
3paskn KpoBi MOBWHHI OyTW 3ibpaHi B 4WCTi, Cyxi i NOPOXHi NpPobipku.
Micna cenapauii, 3paskM cCUpOBaTKW CriA BWKOPUCTOBYBATU HeramHo,
36epirati LWiNbHO 3akpuTUMK Npu TemnepaTypi 2-8 °C/35-46 °F pgo 48
roguH abo 3amopoxeHumn npu -20 °C/-4 °F pgnda Ginbw TpvBanux
nepiogis.

7 MNMpouenypa aHanisy

7.1 NigroToBYi 3axoan nepea NO4aTKOM poboTun

Po3BecTu KOHLEHTPOBaHI peareHTu:

Pos3Bectn koHueHTpoBaHun Oydep aAns 3paskiB 1:5 anctunboBaHow
BoAo (Hanpuknag, 20 mn nntoc 80 mn).

PosBectn koHueHTpoBaHui [NpomuBHuic Bycep 1:50 AucTunboBaHoO
BoAo (Hanpwuknag, 20 mn nntoc 980 mn).

o6 YHWKHYTM MOMWMMOK MW MPOMOHYEMO MO3HAYUTM KOBMAYKM Pi3HUX
kanibpaTopi..

3pasku:

PosBectu 3pasku cuposatku 1:101 6ycpepom ans 3paska (1x)
Hanpwvknag, 1000 mkn 6ydepa ansa 3paskis (1x) + 10 Mk cuposatku.
[o6pe nepemiwatn!

MpomMmuBaHHsA:

MigrotyBatn 20 Mn po3BeaeHoro npommeHoro bydepa (1x) Ha 8 nyHok
abo 200 mn Ha 96 nyHOK, Hanpwknag, 4 Mn KoHueHTpaTy nnoc 196 mn
OUCTUIbOBAHOI BOAMW.

ABTOMaTM30BaHe NPOMMUBaHHSA:
BpaxyBaTu HagnuLkoBi obcsirn, HeobXigHi Ans HanawTyBaHHS npunaay,
i MepTBi 06CArv ANst aBTOMaTN30BaHOIO MiNeTyBaHHS.

PyyHe npoMuBaHHs:

Bupanutu pignuHu 3 nyHok nepekuaaHHaM nnaHwerta. MNoctykaTtv pamkoto
3 MiKpOnyHKamMun eHepriviHo Ha uYnicTuin agcopOyrounii nanip. Brectn 300
MK po3BeAeHOro NpoMuBHOrO Bychepa B KOXHY MyHKy, nodekat 20
cekyHA. MoBTOpMTYM BCIO Npoueaypy Lie ABa pasu.

MikponnaHweTu:

PospaxyiiTe KinbKiCTb fyHOK, HEOOXiAHWUX AnA aHanisy. Buganutun 3ansi
NYHKM 3 pamKu, MOMICTMTM B nakeT i 3b6epiraTy pasom 3 ocyllyBayeMm,
LWinbHO 3akpuTUMK (2-8 °C/35-46 °F).

7.2 Cxema lMineTyBaHHA
Mu nponoHyeMo nineTyBaTu KanibpaTopw, KOHTpOMi i 3pasku Takum
YMHOM:

Ins KIJIbKICHOI inTepnpetauii Ina SKICHOI intepnpertauii

1 2 3 4. 1 2 3
Al calE |P1 | ANc | P2
& : [ B|nc |P2 e
c " Ccc |r3
D : | D|cc |r3
E p I E | PC
F | = - F |Pc
& ne | | G |P1
- ETHET 7= = H [P
CalA: kaniopatop A CalD: kani6patop D PC: noautusHmit P1: naujent 1
CalB: kanibpatop B CalE: kani6patop E KOHTPOMb P2: navjent 2
CalC: kanibpatop C  CalF: kani6patop F NC: HeraTvBHWiA P3: naujent 3
KOHTpONb
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
M / 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
M / 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.

*PesynbTaT OTpUMaHi MpW BUKMIOYEHHI MaLjieHTiB 3 Ueniakielo npu IgA pediumTi 3
pO3paxyHKiB.

HopmanbHuii gianasoH CyMHiBHMI giana3oH Mo3uTnBHI pesynbTatn
<12 Op/mn 12 - 18 Op/mn >18 Op/mn Predicate device
. . Pos | Neg Total
apumad cmaHOapmHoi Kpueoi ) ) AESKULISA | Pos 14 20 34
n:uliaeuﬂxgsmrroayaam uen Npuknag AnA iHTepnpetaudii pe3ynbTaTiB Glia-A Neg 2 168 170
Kani6pamopu IgA 0D 450/620 Hm CV % (Bapiayis) ) Total 16 188 204
0 Om/mn 0.059 14 BincoTok 3aranbHoro MoromkeHHs: 89.2% (182/204)
300/Mn 0182 12 Bincotok Mo3uTtneHoro MoromkeHHs: 87.5% (14/16)
= - i . 0
10 Op/wn 0323 29 Bincotok HeratueHoro MoromkeHHs: 89.4% (168/188)
30 Og/mn 0.667 0.7
100 Oa/mn 1.316 0.9 Disease # # positive | # positive
300 On/mn 2203 01 Tested | AESKU pred dev
Celiac Disease 29 17 7
lMpuknad po3paxyHKy R -
Celiac D luten free diet 42 5 0
MaujieHT [y6nikar (OD) CepeaHe (OD) PesynbTar (Oa/mn) SEEbees il
P01 0.654/0.633 0.644 276 Celiac Disease (IgA deficient) 26 0 0
P02 1.284/1.263 1.274 89.9 e iesess 25 5 4
3pasks Bulle 3HAYeHHS HamBWLWOro Adiana3oHy KanibpaTtopa cnig - —
npeacTaenaTM y Burnaai > Max. BoHu noBuHHI 6yTu posBeneHi B Mipy Utesrie Colli 6 2 2
HeoOXiQHOCTI i 3HOBY aHanizoBaHi. 3pasku HWx4Ye 3HayeHb Aiana3oHy Helminthiasis 1 0 0
Kan|_6paTopa MOBUHHI OyTv npeacTtaeneHi y surnsagi < Min. _ Sy ————— p ] p
[aHi, xapakTepHi Ans KOHKPETHOTO NOTY, 3HAXOAATLCS B JIUCTI KOHTPOIO
akocTi. MeguyHi nabopatopii MOXyTb npoBoaMTh cBit KoHTponb AkocTi Mixed connective tissue disease 1 0 0
BVIKOPVICTOBYIOYM BriaCHi KOHTPONi i/abo BHYTPILLHIN Myn CMPOBATOK, K Lie D e — 23 5 1
nepen6ayeHo Hopmamu €C.
KoxxHa naGopaTopii MOBMHHA BCTAHOBWUTM CBOI MeXi HOpMarbHUX Wegeners Granulomatosis 2 0 0
3HaYeHb, 'PYHTYIOYUCh Ha BNACHUX MeTodax, KOHTPONsAX, obnagHaHHi i SLE 29 2 1
nonynsAuii  nauieHTiB  y BIigNOBIgHOCTI 3i CBOIMWM BCTaHOBNEHUMMU
npoueaypamu. healthy donors 9 0 0

Y BUMNagKy, KoM 3Ha4YeHHs1 KOHTPOMIB He BiAMOBIAAITb KPUTEPIAM, 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.

AKWwo npoTecToBaHi 3pa3kn MOKa3yloTb 3HAYEHHS, AKi BiOXWUNATbLCS Bif
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 6ydpepa ans 3paskis 30 pasie Ha AESKULISA Glia-A gano
aHaniTnyHy yytnueicte 1.0 Og/mn.

10.2 CneuundbivHicTb i YyTNUBICTL

MikponnaHLweT NokpuTi oumweHnm anbda rmiaguHoMm. 204 cupoBaTku
nauieHTiB, AKi CTpaxaalTb Ha ueniakito, XBopoby KpoHa, BupaskoBuii
KONIT i Pi3Hi iHWi ayToiMyHHi 3axBOpIOBaHHS, Gynu MpoTecToBaHi Ha
AESKULISA Glia-A i 3asiB8neHomy npucTpoi.

diagnosis
Pos Neg Total
AESKULISA | Pos 17 17 34
Glia-A Neg 12 132 144
Total 29 149 178
Y3rofpeHicTb*: 83.7% (149/178)
YyTnmeicTb*; 58.6% (17/29)
CneuudivHicTb*: 88.6% (132/149)

10.3 MiHinHicTb

O6paHi cupoBaTtku Oynv nNpoTecToBaHi 3a AOMOMOrow Lboro Habopy i
BCTaHOBIIEHO, WO BOHW po36aBnsoTbCs NiHiHO. TUM He MeHL, Yepes
HEOAHOPIAHICTE MpUpPOAM TIOACBKUX ayTOaHTUTIN MOXYTb iCHyBaTu
3pasku, Lo He MignagaroTb Mig ue npasumno.

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

1 1/100 102.5 100.9 101.6
1/200 52.4 50.5 103.8
1/400 26.3 25.5 104.4
1/800 13.0 12.6 103.2

2 1/100 53.7 58.3 92.1
1/200 29.8 29.2 102.1
1/400 16.0 14.6 109.6
1/800 74 7.3 1014

10.4 TouHicTb

[ns BU3HAYEHHSA TOYHOCTI aHani3y, MiHNMBICTb (BCepeauHi i M cepigMu)
OLliHIOBanu LWUMSIXOM aHanisy oro BiATBOPIOBAHOCTI Ha TPbOX BifibpaHux
3paskax cupoBaTku, LWO6 MpeacTaBUTU Aiana3oH B MOPIBHSAHHI - 3i
CTaHOapTHOK KpuBok. MpuUHATHWMIA giana3oH ans CV ctaHoBuTtb 10%
(n=24/18).

Intra-assay Inter-assay
Sample No.  Mean (U/ml) | CV (%) Sample No. Mean (U/ml) = CV (%)
1 13.4 4.7 1 14.6 8.8
2 32.2 59 2 29.0 46
3 504 28 3 46.2 30

10.5 Kani6pyBaHHs
Yepes BiOCyTHICTb pedhepeHTHMX MaTepianis aHanis kanibpyetbcs B
Oa/mn.
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