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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 ASCA-A € tBepgodasHuM iMmyHOEPMEHTHUM aHanisoMm 3
BUKOPUCTAHHSAM BMCOKO OYMLLIEHOrO MaHHaH Ans KinbKiCHOro Ta sikicHoro
BM3HaveHHs IgA aHTuTin aHTu-Saccharomyces Cerevisiae (ASCA) B
cupoBaTui kpoBi noguvHu. ASCA posnidHae cneundivyHnin  MaHHaH,
KOMMOHEHT 30BHILWHbLOI KMITUHHOI CTiHKM OpbkaoXiB. AHania € BUCOKO
crneundiyHuM i YyTnBMM A0 XBopobu KpoHa.

2 KniHiuHe 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
mynbTuninetka (100-1000 mn). MikponnaHweTHui Mpuctpin ans npomueku (300 mkn
noBTOpIOBaHHS ~ abo GaraTokaHanbHa nineTka abo aBTOMaTU30BaHa 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 KOMMMNEeKCOM aHTUreH-aHTUTINO B 3pa3kax B MiKponmaHLweTax.
HesB'si3aHnin KoH'toraT BMMMBAETbCS Ha HacTynHiv cTagii. [logaBaHHs
TMB cybcTpaty reHepye hepMeHTaTUBHY KONOPUMETPUYHY (CUHIN Komip)
peakLjto, sika 3yNMHSAETLCA PO3BEAEHOK KUCMOTO (KOMip 3MiHIOETLCS Ha
XoBTui). LLBUAKICTE YTBOPEHHS KOMbOPY Bif, XPOMOreHy € (YHKLieo
KiNIbKOCTi KOH'loraTy, NoB'a3aHoro 3 KOMMIEKCOM 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), 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), buyaumit
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 MikponnaHieT npu TemnepaTypi 2-8 °C/35-46
°F, B opwuriHanbHii ynakoBui. [OTOBi, BiAHOBNEHi PoO34MHWM CTabINbHI
npotarom 1 micaus npu TemnepaTtypi 2-8 °C/35-46 °F, sk MiHIMyMm.
PeareHTun i MikponnaHLweT NOBMHHI BUKOPUCTOBYBATUCS TiNlbK1 B MeXax
TepMiHy NpuaaTHOCTI, 3a3HA4YEHOr0 Ha KOXXHOMY KOMMOHEHTI. YHuKanTe
iHTeHcMBHOro  BnnuBYy  cBiTna Ha TMB  posuuH.  36epirante
MikponnaHweTn B Mpu3HayeHin Ansa uporo ¢onb3i, B TOMY 4uchi 3
ocyLuyBayem, i WirnbHO 3aKkpuBanTe.

5 Be3neka BUKOPUCTaAHHA

5.1 HeGe3neka ans 3gopoB's

LUEA MPOOYKT MPU3HAYEHUN TINbKU ONA OIATHOCTUKKU IN
VITRO. Takum YMHOM, TiNbKM MNEepcoHarn, HaBYeHWW | cneuianbHO
iHbOpMOBaHWIA LLOAO METOAIB AiarHOCTUKM B NpobBipLi, MOXe NpoBOAUTH
aHanis. Xo4a uen NpoayKT He BBaXaeTbCsi OCOBNMBO TOKCMYHMM abo
Hebe3nevyHnM B yMOBax HOpPMarnbHOrO BUKOPUCTaHHS, MPUTPUMYMTECH
HACTYMHWUX 3aX0AIB A4S MakcumarbHOI 6esneku:

PekomeHOauii ma 3axodu 6e3neku

Lle komnnekr MiCTUTb MOTEeHLUjHO Hebe3neyHi komnoHeHTW. Xouva
peareHTU He knacudikoBaHi AK MNOAPA3HUK AN OYel i LWKipu, Mu
PEKOMEHOYEMO YHUKHYTU KOHTaKTy 3 O4YMMa Ta LIKIpoW i HOocUTh
OOHOPAa30Bi pyKaBUYKM.

YBAIA! Kani6patopu, KoHTponi Ta Bydepu mictsaTe asug HaTpito (NaN3)
sk koHcepBaHT. NaN; Moxe OyTv TOKCUYHUM, SKLO MOro MPOKOBTHYTU
abo npu nonapaHHi Ha wkipy i ovi. NaN; Moxe pearyBaTu 3i CBUHLEM i
migato i hopmyBaTu BMOYxoHebe3neuHi asuan metanis. Mpy 3HWLLEHHI,
3MUTU 3 BEMUKOIO KiNbKICTIO BOAM, LWOO 3anobirtv Hakonu4eHHo as3vais.
Byab nacka, 3BepHiTbCA OO0 Mpouedyp Ae3akTuBalii, SK Le BUKNageHo
CDC abo [0 iHWmMx 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 cenapadii, 3pa3kn cupoBaTku Chnif BUKOPUCTOBYBATU MpOTAromM 8
roauH, 36epirati LWiNbHO 3akpuUTUMKU Npu Temnepatypi 2-8 °C/35-46 °F
0o 48 roamH abo 3amopoxernumu npu -20 °C/-4 °F gnsa Ginblw TpuBanmx
nepiogis.

7 MNMpouenypa aHanisy

7.1 NigroToBYi 3axoaun nepea NO4aTKOM pob6oTun

Po3BecTu KOHLEHTPOBaHI peareHTu:

Po3Bectn koHueHTpoBaHun Oydep aAns 3paskiB 1:5 anctunboBaHow
BoAo (Hanpuknag, 20 mn nntoc 80 mn).

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

o6 YHWKHYTM MOMWMMOK MW MPOMOHYEMO MO3HAYUTM KOBMAYKM Pi3HUX
kanibpaTopi..

3pasku:

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

MpomMmuBaHHsA:

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

ABTOMaTM30BaHe NPOMMUBaHHSA:
BpaxyBaTu HagnuLikoBi o6csirn, HeoOXigHi Ans HanalwTyBaHHS npunaay,
i MepTBi 06Csrv 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. MNoBTOpMTYM 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




O(D) K/O)KHOI'O 3paska 34MTaTU BiAMNOBIAHI KOHLEHTpaUii aHTUTIN, BUpaXeHi Disease 4 Tested # positive | % positive
BUAMA. __ i AESKU AESKU
HopmanbHuii gianasoH CyMHiBHMI AianasoH Mo3uTnBHI pe3ynbTati
<12 oﬂan 12-18 oAan >18 oﬂan Crohns Disease 100 59 59.0
. . Ulcerative Colitis 55 9 16.4
lMpuknad cmaHAapmHoi Kpueoi
He BuKOpuCTOBYBaTU Leit NpUKNag Ansa iHTepnpeTauii pesynbrarie Healthy donors 50 0 0.0
nauleHTs _ Celiac Disease 30 2 6.7
Kani6pamopu IgA OD 450/620 Hm CV % (Bapiayis)
0 Op/mn 0.032 28 Systemic Lupus Erythematosus 10 2 20.0
3 Op/un 0.152 2.6 Wegeners Granulomatosis 2 0 00
10 Og/mn 0.281 1.2
30 Og/mn 0.646 24 Sjérgrens Syndrome 4 2 50.0
100 Op/mn 1214 L7 Reactive Arthritis 11 1 9.1
300 Og/mn 2.104 1.6
Mixed Connective Tissue disease 1 0 0.0
[puknad pospaxyHky Chronic Arthritis 1 0 0.0
MaujieHT [y6nikar (OD) CepeaHe (OD) PesynbTar (Oa/mn)
P 01 0.904/0.937 0.921 58.3 ) .
P02 0.564/0.551 0558 259 10.3 MNMopiBHAHHA MeTOAIB
3pasky BUMLIE 3HAYEHHs HaMBULIOrO AjanasoHy kanibpatopa cnif other ASCA A assay
npeactaBnsat™M y Burnsgi > Max. BoHV noBuHHI GyTv po3BedeHi B Mipy Pos Neg Total
HeobXxioHOCTI i 3HOBY aHanisoBaHi. 3paskuM HWkK4Ye 3HayeHb AianasoH
A y P A y AESKULISA | Pos | 55 | 20 75

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

TecTyBaHHs 6ydepa ans 3paskiB 30 pasiB Ha AESKULISA ASCA-A pano
aHaniTnyHy YytnueicTe 1.0 Og/mn.

10.2 KniHiyHa ouiHKa

MikponnaHLeTn NokpMBalTb OYULLEHUM MaHHaH Big S. cerevisiae. 264
3pasky CUpPOBATOK MaUEHTIB, SKi CTpaxadawTb Big xBopobu KpoHa,
BMPa3KOBOrO KOMITY i KiNMbKOX iHLUNX 3aXBOPIOBaHb, Oynu NpoTecToBaHi Ha
AESKULISA ASCA-A i iHwomy ASCA TecTi.

ASCA-A Neg 19 170 189

Total 74 190 264

lMoauTnBHa Y3romKeHICTb: 74.3% (55/74)
HeraTuHa Y3romxeHicTb: 89.5% (170190)
3aranbHa Y3romkeHicTb: 85.2% (225/264)

MainTe Ha yBa3i, WO Y3rOAXKEHICTb BIQHOCUTLCS OO MOPIBHSAHHSA
pe3ynbTaTiB AESKULISA ASCA-A Ta iHworo Habopy ASCA-A. He 6yno
XopgHoi cnpobu cniBBigHECTW pes3ynbTaTu aHanisy 3 MpUCYTHICTIO
XxBopobu abo i BiACYTHICTIO.

10.4 NiHinHicTb

O6paHi cupoBaTtkn Oynv nNpoTecToBaHi 3a AOMOMOrow LbOoro Habopy i
BCTaHOBIEHO, L0 BOHWM po36aBnsloTbCs NiHiiHO. TUM He MeHL, Yepes
HEOAHOPIAHICTE MpPUPOAW FIOACBKUX ayTOaHTUTIN MOXYTb iCHyBaTu
3pasku, Lo He MignaaaroTb Mig ue npasumno.

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

1 1/100 124.4 125.0 99.5
1/200 63.6 62.5 101.7
1/400 33.5 313 106.9
1/800 16.0 15.6 102.4

2 1/100 289.5 295.0 98.1
1/200 154.7 147.5 104.9
1/400 70.6 73.8 95.8
1/800 33.7 36.9 91.3

10.5 TouHicTb

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

Intra-assay Inter-assay
Sample No. = Mean (U/ml) | CV (%) Sample No. Mean (U/ml) | CV (%)
1 18.2 56 1 231 4.8
2 52.5 5.1 2 485 4.7
3 112.7 2.9 3 115.6 3.7

10.5 KanibpyBaHHsA
YUepes BiaCyTHICTb pedepeHTHMX MaTepianiB aHania kanibpyetbca B

Oa/mn.
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