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AnA KUIbKICHOIO TA AKICHOIO
BU3SHAYEHHA AHTUTIT NPOTU MPO

3303, Aeskulisa MPO
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Kinbkicmb ;96 Bepcis 003
BupobHuk  : AESKU. Diagnostics,
(Hime44uHa)

OcHog0t0 npu nposedeHHi aHarsizy € opueiHan iHcmpyKuii
aHanilcbKo Mo8ok, eknadeHoi 8 Habip. Homep i dama
s8epcii _opueiHany ma nepeknady iHCMPYKUii MO8UHHI
criignadamu.

1 MNpu3HayeHHs

AESKULISA MPO € TtBepaodasHuMm iMyHO(EPMEHTHUM aHanisom 3
BUKOPUCTAHHSAM BMUCOKOOYMLLIEHOI HaTUBHOI Mienonepokcuaasm (MPO) 3
nepudpepinHmMx  NoONiMOpPPHOSIAEPHMX  KIITUH  KPOBI  MNOAMHW AN
KiNbKICHOTO Ta SIKICHOrO BM3Ha4eHHs aHTuTin npotu MPO B cupoBartui
KpoBi  noguHu.  AHTuTIna aHTU-MPO  posni3HaloTb  cneuudiyHi
KOHdpOpMaUinHi eniTonu AOCTYNHI TiNbkM Ha HaTuBHOMY MPO.

AHani3 € iHCTPyMeHTOM B AudepeHuianbHin giarHocTuLi ayToiMyHHOro
CUCTEMHOrO BaCKyniTy.

2 KniHiyHe 3acTocyBaHHA i
iHCMpyKUii).

npuvHuMn adanisy (4ue. opuziHan

Nioacbka cupoeaTka
(po3eeneHa), Guuaunii
CMPOBATKOBUIA anbOyMiH
(BCA), asng HaTpito <
0.1% (koHcepBaHT)

Mictutb: AHTI-
iMyHOrmoGyniHu MognHN,
KoH'toroBaHi 3
NepOKCMAa3oio XpoHy,
Buyaumii cuposaTkoBUi
anbbymiH (BCA)

KoH'torart, IgG 1x15mn | CuHin CuHin

Cyberpart 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[JOKPEMIIOIOTLCA
CMYXXOK IMoKpWUTTS AUB. MyHKT 1

* Konip 36inbluyeTbCs 3 KOHLEHTpaLjie

HEOBXI4HI MATEPIAJIN, LL|O HE TOCTA4YAKOTbCs

MnaHweTHWA pigep 3 GinbTpom 450 HM i onuiiHUM pedhepeHTHUM inbTpom 620 HM
(600-690 Hm). CknsHui nocyd (umnivgp 100-1000 mn), npobipku ANS po3BeneHHs.
Boptekc, ninetkm npeumsivni (10, 100, 200, 500, 1000 mkn) abo perynboBaHa
mynbTuninetka (100-1000 mn). MikponnaHweTHui Mpuctpin ans npomueku (300 mkn
noBTOploBaHHA ~ abo 6GaratokaHanbHa nineTka abo aBTOMaTM30BaHa cucTema),
apcopbytouuit nanip.

Hawi TectM npusHauyeHi Ans BUKOPUCTAHHS 3 OYWLLEHOK BOLOK BIAMOBIAHO A0
Bu3HaueHHs Gapmakonei CLUA (USP 26 — NF 21) ta €sponeitcbkoi ®apmakonei (Eur.Ph.
4-e Bu).

lMpuHyun mecmy

3pasku cupoBaTtku, po3basneHi 1:101, iHKyOyoTb B MikponnaHwieTax 3
BHECEHHAM CcneumndivyHOro aHTureHy. AHTUTINA MauieHTa, SKLWO BOHU
NpUCYTHI B 3pasKy, 3B'A3yl0TbCA 3 aHTureHom. Hess'szaHa dpakuis
BMMMBAETLCS Ha HACTYMHIN cTagii. MoTiM aHTu-noackki iMyHOrnobyniHu,
KOH'IOroBaHi 3 NepoKcuaasoko XpPoHy (KOH'toraT), iHKyOytoTh i BinbyBaeTbCs
peakuis 3 KOMMIEKCOM aHTUreH-aHTUTINO B 3paskax B MiKpOMnaHLLIeTax.
Hes3B'a3aHui KkoH'toraT BMMMBAETLCS Ha HacTynHiv ctagii. JoaaBaHHS
TMB cybcTpaty reHepye hepMeHTaTUBHY KONOPUMETPUYHY (CUHIN Komip)
peakujto, sika 3yNMHAETLCA PO3BEAEHOK KUCIOTO (KOMip 3MiHIOETbCH Ha
XoBTui). LLBMAKICTE YTBOPEHHS KOMbOPY Bif, XPOMOreHy € (YHKLiE
KiNbKOCTi KOH'loraTy, NoB'A3aHoro 3 KOMMIEKCOM aHTUIeH-aHTUTINO, | BOHa
NponopLiiHa MNOYaTKOBIN KOHLUEHTpaLji BiAMOBIAHWMX AHTUTIN y 3pasky
nauieHra.

3 KomnnekT noctaBku

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

Bydep ansa 1x20 Binuit YosTuit 5 X KOHLEHTPOBaHWN

3paskiB (5x) Mn Tpic, NaCl, BSA, asug
Hatpito < 0.1%
(koHCEepBaHT)

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
koBnayka PO34UHy

HeratusHuit 1x15 3eneHuit BeskonipHuit | Ilioacbka cuposaTka

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

Mo3nTnBHUA 1x15 YepBoHui | XKosTui Jlioacbka cupoBaTka

KoHTponb Mn (po3BeneHa), bryaumit
CMPOBAaTKOBUIA anbOyMiH
(BCA), a3ug HaTpito <
0.1% (koHcepBaHT)

Kani6patop 1x15 CuHin YosTuit Jlioacbka cupoBaTka

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

Kani6patopu 6x15 Binuit Yostuir* KoHueHTpaLjis KoxHoro

M kani6patopa: 0, 3, 10, 30,

100, 300 Og/mn.

4 36epiraHHs Ta TepMiH NpUAATHOCTI

36epiratu Bci peareHTn i MikponnaHweT npu TemnepaTypi 2-8 °C/35-46
°F, B opwuriHanbHii ynakoBui. [OTOBi, BiAHOBNEHi PoO34MHWM CTabINbHI
npotsarom 1 micsua npu TemnepaTypi 2-8 °C/35-46 °F, ak MiHimym.
PeareHTu i MikponnaHLieT NOBWHHI BUKOPUCTOBYBATUCS TiNMbKN B MeXax
TepMiHy NpuaaTHOCTI, 3a3HA4YEHOr0 Ha KOXXHOMY KOMMOHEHTI. YHuKanTe
iHTeHcMBHOro  BnnuBY cBiTna Ha TMB  posuuH. 36epirante
MikponnaHweT B npusHayeHin Ans uboro onbksi, B TOMy uuchni 3
ocyLuyBayeM, i LWirnbHO 3aKkpuBanTe.

5 Be3neka BUKOPUCTaAHHA

5.1 HeGe3neka ans 3gopoB's

LUEA MPOOYKT NMPU3HAYEHWA TINbKU ONS OIATHOCTUKW IN
VITRO. Takum YMHOM, TifbkM NepcoHan, HaBYeHWW | cneuianbHO
iHbOpMOBaHWIA LLOAO METOAIB AiarHOCTUKM B NpobipLi, MOXe NpoBOAUTH
aHanis. Xoya LUel NpoayKT He BBaXaeTbCsl OCOBMMBO TOKCMYHUM abo
Hebe3neyHVM B yMOBax HOPMasibHOrO BUKOPWUCTaHHS, MPUTPUMYATECH
HaCTYMHWUX 3aX0AIB AN1s MakcumarbHOI 6esneku:

PekomeHOauii ma 3axodu 6e3neku

Llem komnnekt MiCTUTb MOTeHLUiHO Hebe3neyHi KommoHeHTU. Xouva
peareHTU He knacudikoBaHi SK MNOAPA3HUK ONA Oyven i LWwKipu, Mu
PEKOMEHAYEMO YHUKHYTW KOHTaKTy 3 O4uMMa Ta LUKIpol i HOCWUTK
OOHOPAa30Bi pPyKaBUYKM.

YBAIA! Kani6patopu, KoHTponi Ta Bydepu mictsTe azug HaTpito (NaN3)
sk koHcepBaHT. NaN; Moxe OyTv TOKCUYHUM, SKLO MOro MPOKOBTHYTU
abo npu nonagaHHi Ha wkipy i ovi. NaN3; Moxe pearyBaTyh 3i CBUHLEM i
migato i hopmyBaTu BMOYxoHebe3neuHi asuan metanis. Mpy 3HWLLEHHI,
3MUTK 3 BENMKOK KiNbKIiCTHO BOAM, W06 3anobirtn HaKonuYeHHIo asugis.
Byab nacka, 3BepHiTbCA A0 npouedyp Ae3akTuBalii, ik ue BUKNageHo
CDC abo [0 iHWmMx MicueBUx/HaLioHaNbHUX KEPIBHUX MPUHLMMIB.

He nanitb, He ixTe i He nuhTe nig 4ac po6otu 3 Habopom. He
nineTyBaTu poTom.

Becb BuxigHvn niogcbkuii maTepiarn, Lo BUKOPUCTOBYETLCS ANS OESKUX
peareHTiB LbOro Habopy (KOHTpomi, cTaHgapTv, Hanpukrnag) 6ys
NpoTEeCTOBaHWI CxBaneHMMn metogamu, i 6yB HeratwuBHum Ao HbsAg,
renatuty C Ta Bl 1. lpoTe, xogeH TecT He MOXe rapaHTyBaTu
BiOCYTHICTb BIPYCHMX areHTiB Yy Takux maTtepianax MOBHICTIO. Takum
YMHOM, NOBOAUTUCH 3 KOHTPOMAMM, CTaHAApPTaMM i 3pa3kaMu MauieHTiB
SIK 3 MOTEHUINHMM JKepernoM iHheKUiHMX 3axBOpoBaHb i BIANOBIAHO A0
HaLioHanbHUX BUMOT.

KomnnekT micTUTb MaTtepian TBapMHHOIO MOXOMKEHHS, SIK 3a3Ha4yeHO B
Tabnuui 3micTy, NOBOAMTMCH BiANOBIAHO A0 HaLiOHANbHUX BUMOT.

5.2 3aranbHi 3ayBaXeHHS WOA0 BUKOPUCTaHHSA

Y pasi, aKwo iHdopmauis npo NpoaykT, B TOMY YMUCRi MapKyBaHHS, €
cnoTBopeHolo abo HenpaswunbHow, OyAp nacka, 3BepHiTbCA A0
BMPOBHMKa Yn nocTayarnbHuka TecT-Habopy.

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

[MpuBecTn BCi KOMMOHEHTW A0 KiMHATHOI Temnepatypu (20-32 °C/68-89.6
°F) nepen BwKopucTaHHAM, p[obpe nepemiwat i AOTpUMYyBaTUCh




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 WinbHO 3akpuTUMK npu Temnepatypi 2-8 °C/35-46 °F po 8
roguH abo 3amopoxeHumu npu -20 °C/-4 °F pgna Ginbw TpvBanux
nepiogis.

7 Mpouenypa aHanisy

7.1 NigroToByi 3axoaun nepea NOYaTKOM 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.

HopmanbHuii giana3oH CyMHiBHMI giana3oH Mo3uTnBHI pesynbTatn

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

lMpuknad cmaHAapmHoi Kpueoi
He BuMkopucTOoBYyBaTM LieW Npuknag Ans iHTepnpeTauii pe3ynbTaTiB
nauieHTiB

Kani6pamopu IgG 0D 450/620 Hm CV % (Bapiayisi)
0 Op/mn 0.055 0.1
3 Oa/mn 0.195 0.7
10 On/mn 0.400 2.4
30 Op/mn 0.785 0.5
100 Op/mn 1.440 17
300 Op/mn 2.300 0.9
lMpuknad po3paxyHKy
MauieHt Ly6nikar (OD) CepeaHe (OD) PesynbTar (Oa/mn)
P 01 0.794/0.792 0.793 32.1
P 02 1.345/1.321 1.333 84.5

3pasky Bulle 3HAYeHHs HalBWLWIOro Jiana3oHy kanibpaTtopa cnig
npeactaBnaTy y Burmsagi > Max. BoHu noBuHHI 6yTV po3BedeHi B Mipy
HeobxigHOCTI i 3HOBY aHanioBaHi. 3paskuM HWkK4Ye 3Ha4yeHb AianasoHy
KanibpaTopa NoBWHHI ByTW NpeacTaBneHi y Burnsigi < Min.

[aHi, xapakTepHi Ana KOHKPETHOro NOTY, 3HAaXOAATLCS B INCTi KOHTPOIO
sikocTi. MeamyHi nabopaTopii MoXyTb npoBoauTK cBit KoHTponb AkocTi
BMKOPWCTOBYOUM BraCHi KOHTPONi i/abo BHYTPILLHIN Nyn CMPOBATOK, K Lie
nepen6ayeHo Hopmamu €C.

KoxHa naGopaTtopisi MOBMHHA BCTAHOBUTU CBOi MeXi HOPManbHMX
3Ha4yeHb, I'PYHTYIOUUCH Ha BRIACHWX METOAAX, KOHTPOMsX, OOnagHaHHi i
nonynsAuii  nauieHTiB Y  BIignNoOBIgHOCTI 3i CBOIMWM BCTaHOBNEHUMMU
npouenypamu.

Y BuUNagKy, KON 3Ha4YeHHs KOHTPOMIB He BiAMOBIAAOTbL KPUTEPISM, TECT €
HeiCHNM | NOBMHEH ByTW NOBTOPEHUIA.

HacTynHi TexHiyHi AaHi MOBWMHHI OyTW nepesipeHi: TEPMiH MPWAATHOCTI
(npuroToBneHux) peareHTiB, yMOBW 30epiraHHsa, niNneTkn, npunagu,
doTomeTp, yMOBM iHKybaLii i MeToau NpOMMBKU.

AKWO NpoTEeCTOBaHi 3pa3kM MOoKasylTb 3HAYEHHS, K BiAXMNSAOTLCS Big,
BCTaHOBMeEHWX, abo KpuTepii nepeBipkn He BMKOHYIOTbCS 6e3 Baromux
npuynH, 6yab nacka, 3BepHITLCA A0 BUPODOHMKA YW nocTavanbHuKa TecT-
Habopy.

[na skicHoi iHTepnpeTtauii 34uTaTM ONTUYHY wWinbHiCTL Cut-off
KanibpaTopa i 3paskiB nauieHTiB. [MopiBHATM OD naujeHta 3 OD Cut-off
KanibpaTopa. [Ansa skicHOi iHTepnpeTauii M1 pekoMeHAYEMO po3rnsaaTu
cupoBaTkm B piana3oHi 20% HaBKONO MOPOrOBOrO 3HAYEHHS, $K
0BO3HauHi. Bci 3pasku 3 6inbw BrcokvM OD BBaxarTbCA MO3UTUBHUMMU,
3pasku 3 GinbL HM3bknMu OD BBaXalTbCA HEraTUBHUMU.

HeratnBHuin: OD nayienra < 0.8 X OD cytoff
CyMHiBHMIA: 0.8 X OD cytoff < OD nayienra £ 1.2 X OD cyteoff
Mo3nuTnBHUM: OD qayienra > 1.2 X OD cytoff

9 TexHiu4Hi paHi
Marepian 3paska:
O6’em 3paska:

cvpoBaTka
10 mkn 3paska, possegeHoro 1:101 B 1x
bydepi Ansa 3paskis

90 xBunuH npu 20-32 °C/68-89.6 °F

0-300 Op/mn

1.47 Op/mn

BaranbHuii vac iHkybadlii:
[ianasoH kanibpyBaHHS:
AHaniTu4Ha YyTnMBICTb:

36epiraHHs: npu Temnepartypi 2-8 °C/35-46 °F
BMKOPVCTOBYWTE TiNbKW OpUriHanbHi
dnakoHu

KinbkicTb BU3Hau4eHb: 96 TecTiB

10 PoGoui xapakTepucTuku

10.1 AHaniTMyHa YyTnuBicTb

TecTtyBaHHs Bydepa ans 3paskiB 60 pasie Ha AESKULISA MPO i 8
HWU3bKWX HeraTMBHUX 3pa3kiB 8 pa3 gano mexy BuasneHHs 1.47 Og/mn.

10.2 CneyundpiyHicTb i YyTNUBICTL

MikpoTuTpyBanbHi nnaHweTn noKpwuTi HaTWBHOIO TIOJCHKOI
Mienonepokcugasoto. AHTUTIna npot MPO KopentoloTb 3 HEKPOTUYHUM
rnomepynoHedprUTOM, acoLiioBaHMM 3 igionaTtuyHol XxBopobok abo
BacKymniTom, i 4acTo 3ycTpiyaioTbcs npubnuaHo B 60% nauieHTiB 3
MikpockomniYHuM noniaHriitom, y 10-20% XBOpuX 3 rpaHynemMaTo3oMm
BereHepa i 30-50% nauieHTiB 3 cuHapomom Yepmka-Ctpocca.

151 cupoBaTka naujieHTiB, siki CTpaxkaaloTb Ha rpaHynemarto3 BereHepa,
MIKPOCKOMiIYHWIA MoniaHriiT Ta iHWi ayToiMyHHi 3axBoOptoBaHHs, Oynu
npotectoBaHi Ha AESKULISA MPO i 3asBneHoMy npuctpoi, 3 Hux 79

cMpoBaTOK nexanu B diana3oHi aHanidy i Oynu BuKopucTaHi Ans
NOPIBHANBHOIO AOCHIMKEHHS 3 3asiBNEHNM MPUCTPOEM.

Predicate device
AESKULISA POS equiv NEG | Total
MPO POS 39 4 0 43
Neg 0 7 29 36
Total 39 11 29 79
95% C.I
Overall percent agreement™ 94 9% 87.7% t0 98.0%
Positive percent agreement 100% 91.0% to 100%

MNegative percent agreement” |20.0% T7.0% to 96.0%

*CyMHIBHWIA pe3ynbTaT 3asiBIEHOrO MPUCTPOK BBaXaTW HEraTUBHUM [AMs LbOro
PO3paxyHKy.

[Onsa KNiHIYHOTrO MOPIBHANBHOrO OOCNIMKEHHS TiNbKA 3pasku, siKi 4YiTKO
MicTaTe aHTuTina MPO (rmomepynoHedpuT, MIKPOCKONIYHWUIA MOMiaHriiT)
Oynn  po3rnsiHYTI K MO3UTUBHI  ANSl  AiarHOCTUYHOIO  PO3paxyHKy
YyTNUBOCTI/CNeLndIYHOCTI, BCi iHLLI AiarHO3K, HaBiTb AKLWO Oynu NPUCYTHI
aHTuTina MPO, BBaxxanucs "HeraTBHUMK" (MOBHI AaHi 3a 3anUToMm).
(Tabnuui dus. 8 opueiHani iHecmpykuii).

10.3 JliHiKHiCcTb

OGpaHi cupoBaTtku Gynu NpOTECTOBaHi 3a AOMOMOroK Lboro Habopy i
BCT@HOBIIEHO, O BOHM pO30aBnsATLCA MiHIMHO. TUM He MeHL, Yepes
HEOLHOPIAHICTb MNPUPOAM JOACLKUX ayTOAHTUTIT  MOXYTb iCHyBaTu
3pasku, Wo He nignagatoTb nig Lue npasuno.

Ne ®dakrop BumipsHa OuikyBaHa BipHoBneHHs
3paska po3BefeHHs KOHLieHTpauis KOHLieHTpauis (%)
Oa/mn Oa/mn
1 1/100 76.5 78.0 98.1
1/200 37.3 39.0 95.6
1/400 19.2 195 98.5
1/800 9.4 9.8 95.9
2 1/100 32.8 33.0 99.4
1/200 174 16.5 105.5
1/400 9.0 8.3 108.4
1/800 4.2 41 102.4
3 1/100 342.15 325 105.3
1/200 177.5 162.5 109.2
1/400 85.8 81.25 105.6
1/800 42 40.625 103.4
4 1/100 235.5 252 93.5
1/200 121.15 126 96.2
1/400 60.3 63 95.7
1/800 33.65 315 106.8

10.4 TouHicTb

Ona BU3HaAYeHHs TOYHOCTI aHanidy, 3MIHHICTb (BCcepeauHi Ta Mk
TecTamu) OUiHIOBany LWASXOM aHanisy Woro BigTBOPIOBAHOCTI Ha 8
3paskax cMpoBaTKM 0OpaHuX Ans NpeAcTaBreHHs CTaHAapPTHOI KPUBOI.

Intra-assay Inter-assay Lot-to-Lot variability
Sample No.| Mean CV (%)  SampleNo.| Mean | CV (%) | SampleNo.| Mean  CV (%)
(Uiml) {uImi) (Uiml)

1 6.2 14.3 1 6.2 14.4 1 6.2 12.7
2 71 106 2 71 108 2 70 108
3 101 a0 3 101 88 3 101 88
4 14.6 9.4 4 146 93 4 14.3 92
5 259 8.0 5 289 | 77 5 25.6 6.5
6 386 16 6 386 17 6 327 37
7 785 25 7 785 30 8 1623 74
8 173.9 57 8 1739 58 9 53.5 82

10.5 KanibpyBaHHs
Yepes BiOCYTHICTb pedhepeHTHMX MaTepianis aHania kanibpyetbcs B
Oa/mn.
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