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AnA KUIbKICHOIO TA AKICHOIO
BU3HAYEHHA IgG AHTUTI1 NMPOTU HEp-2
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Kinbkicmb ;96 Bepcis 003
BupobHuk  : AESKU. Diagnostics,
(Hime44uHa)

OcHogot0 npu nposedeHHi aHanizy € opueiHan iHcmpyKuii
aHanilcbKo Mo8ok, eknadeHoi 8 Habip. Homep i dama
s8epcii _opueiHany ma nepeknady iHCMPYKUii MO8UHHI
criignadamu.

1 MNpu3HayeHHs

AESKULISA ANA-HEp-2 kinbKicHuli siBnsie coboto TBepaodasHui
iMyHOhepMeHTHUIA aHani3 Ans KinbKiCHOro Ta SKiCHOro BM3HayeHHs 1gG
aHTuTin npotn HEp 2 knitmH B cupoBaTtui KpoBi nognHu. KoxHy nyHKy
NoKpMBatoTb MizoBaHUMK kniTuHamm HEp 2. TecT ogHoYacHO BUSBNSE B
opHiv nyHui 3araneHi ANA npotu gsonaHutorosoi [IHK (dsDNA), ricToHis,
SS-A (Ro), SS-B (La), Sm, snRNP/Sm, Scl-70, PM-Scl, Jo-1 i
LIEHTPOMEPHMNX aHTUreHiB pa3om 3 CUPOBAaTKOBMM MO3UTUBHUM Ans HEp
2 imyHodpritoopecLieHTHUM Tectom (IFT).

AHania € iHCTpyMEeHTOM B JiarHoCcTuLli CUCTEMHUX pPeBMaTUYHUX
3aXBOPIOBAHb, TakKUX SIK CUCTEMHUI YepBOHWI BoBYak (BKB), 3miwaHi
3axBOpIOBaHHA cnonyyHoi TkaHuHn (MCTD), cknepogepmisi, CMHOPOM
Sjogren’s, NonimMio3uT i 4epMaToMio3nT.

2 KniHiyHe 3acTocyBaHHA i
iHCmpykuii).

npuvHuMn adanisy (4us. opuziHan

Kani6patop 1x1.5 CuHint XosTuit lloacbka cupoBaTka
Cut-off Wy (po3eeneHa), Guuaunii
CMPOBATKOBUIA anbOyMiH
(BCA), asnpg HaTpito <
0.1% (koHcepBaHT)
Kanibpatopu 6x15 Binui XosTuir* KoHLeHTpaLis koxHoro
mn kaniépatopa: 0, 3, 10, 30,
100, 300 Oa/mn.
Tioacbka cuposaTtka
(po3BeneHa), Guyaunii
C1pOBaTKOBUIA anbOyMmiH
(BCA), asng HaTpito <
0.1% (koHcepBaHT)
KoH'torart, IgG 1x15 CuHin CuHin MictuTb: AHTU-
M iMyHOrmoGyniHu MognHN,
KOH'loroBaHi 3
NepOKCMAa3oio XpoHy,
Buyaumii cuposaTkoBUi
anbbymiH (BCA)
Cyberpar 1x15 YopHui beskoniphuin | CrabinizoBaHui
TMB Mn TMB/H.02
Cron Po3uunH 1x15 Binui Beskonipuin | 1 M consHoi KuCnoTH
Mn
MikponnaHwer | 12 x 8- - - CMYXKKW, SiKi
NYHKOBUX Bi[JOKPEMIIOIOTLCA
CMYXOK MoKpUTTS AVB. NyHKT 1

* Konip 36inbluyeTbCs 3 KOHLEHTpaLjie

HEOBXI4HI MATEPIAJIN, LLJO HE TOCTA4YAKOTbCs

MnaHweTHWA pigep 3 GinbTpom 450 HM i onuiiHUM pecdhepeHTHUM inbTpom 620 HM
(600-690 Hm). CknsiHui nocyn (umniHgp 100-1000 mn), npobipku Ansi po3BELEHHS.
Boptekc, ninetkm npeumsivni (10, 100, 200, 500, 1000 mkn) abo perynboBaHa
mynbTuninetka (100-1000 mn). MikponnaHweTtHuiA Mpuctpiit Ans npomuski (300 mkn
noBToploBaHHA ~ abo 6GaratokaHanmbHa nineTka abo aBTOMaTM30BaHa cucTema),
ancopbytouuit nanip.

Hawi TectM npusHauyeHi Ans BUKOPUCTAHHS 3 OYWLLEHOK BOLOK BIAMOBIAHO A0
Bu3HaueHHs Papmakonei CLLA (USP 26 — NF 21) Ta €sponeiicskoi ®apmakonei (Eur.Ph.
4-e BuR).

lMpuHyun mecmy

3pasku cupoBaTtku, po3basneHi 1:101, iHKyOyoTb B MikponnaHwieTax 3
BHECEHHAM CneumdiyHOro aHTureHy. AHTUTING nauieHTa, SKLWO BOHM
NPUCYTHI B 3pasKy, 3B'A3yl0TbCS 3 aHTureHoM. Hess'asaHa dpakuis
BMMMBAETLCS Ha HACTYMHIN cTagii. MoTiM aHTu-noackki iMyHOrnobyniHu,
KOH'IOroBaHi 3 NepoKcnaasoko XpPoHy (KOH'loraT), iHKyOytoTb i BioOyBaeTbCs
peakuis 3 KOMNIIEKCOM aHTUIeH-aHTUTINO B 3paskax B MiKponmnaHLeTax.
Hes3B'a3aHui KkoH'toraT BMMMBAETLCS Ha HacTynHiv ctagii. JoaaBaHHS
TMB cybcTpaty reHepye hepMeHTaTMBHY KONIOPUMETPUYHY (CUHIN Komip)
peakuito, sika 3yNMHAETLCA PO3BEAEHOK KWUCIOTO (KOMip 3MIHIOETbCH Ha
xoBTuUiA). LLBUAKICTE YTBOPEHHSI KOMbOPY Bif, XPOMOreHy € (yHKLie
KiNTbKOCTi KOH'loraTty, NoB'a3aHoro 3 KOMMIIEKCOM aHTUIEH-aHTUTINO, | BOHA
NpoMnopLiiHa MNO4YaTKOBIN KOHLUEHTpaLii BiAMOBIAHWMX aHTUTIN y 3pasky
nauieHTa.

3 KomnnekT noctaBku

MAKTb BYTH BIJHOBJIEHI
KomnoHeHT Kin-b Konip Konip Onuc/amict
KoBnayka PO34UHY

Bydep ans 1x20 Binuit YosTuit 5 X KOHLEHTPOBaHWN

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

MpoMUBHMIA 1x20 Binuit 3eneHuit 50 X KOHLEHTPOBaHWI

Bydep (50x) Mn Tpic, NaCl, Tein 20, asug
Hatpito < 0.1%
(KoHCEpBaHT)

roToBI O BUKOPUCTAHHA
KomnoHeHT Kinbkicts | Konip Konip Onuc/amict
KoBnayka PO34UHY

HeratusHuit 1x15 3eneHuit Beskoniphuit | Jlioacbka cupoBaTka

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

[MoauTnBHUA 1x15 YepBoHu | XKosTun Jlioacbka cupoBaTka

KoHTponb Mn (po3BeneHa), bryaumit
CMpOBAaTKOBUIA anbbyMmiH
(BCA), a3ug HaTpito <
0.1% (koHCepBaHT)

4 36epiraHHA Ta TepMiH npuaaTHOCTI

36epiratu Bci peareHTn i MikponnaHweT npu TemnepaTypi 2-8 °C/35-46
°F, B opwuriHanbHin ynakoBUi. [OTOBi, BigHOBMEHi pPo34nHU CTabinbHI
npotarom 1 micaus npu Temnepatypi 2-8 °C/35-46 °F, sk MiHIMyMm.
PeareHTu i MikponnaHLIeT NOBWMHHI BUKOPUCTOBYBATUCS TiMbKU B MeXax
TEpMiHy NpuMAAaTHOCTI, 3a3HAYEHOr0 Ha KOXXHOMY KOMMOHEHTI. YHuKante
iHTeHcMBHOro  BnnuBY  cBiTna Ha TMB  posuuH.  36epirante
MikponnaHweT B npusHayeHin Ans uboro onbksi, B TOMy uuchni 3
ocyllyBayeM, i WinbHO 3akpusauTe.

5 Be3neka BUKOPUCTaAHHA

5.1 HeGe3neka ans 3gopoB's

Lel npodykm npu3HayeHuli minbku QJ151 QIAFHOCTUKU IN VITRO.
Takum YMHOM, TifbKW NepcoHarn, HaBYeHU i cneuianbHO IHOPMOBaHW
Loao MeToAiB AiarHOCTMKM B Npobipui, MoXxe npoBoAauTM aHanis. Xova
Lev NPOAYKT He BBaXKAETbCA OCOONMMBO TOKCMYHUM abo HebesneyHum B
YMOBax HOpPMaribHOrO BUKOPUCTaHHS!, MPUTPUMYATECH HACTYMHUX 3aXOAiB
ANA MakcumanbHoi 6esneku:

PekomeHOauii ma 3axodu 6e3neku

Llen komnnekt MiCTUTb MOTEHLiNHO Hebe3neyHi komnoHeHTW. Xouva
peareHTU He KnacudikoBaHi SK MOAPa3HUK AnA Oo4yer | LWKipu, Mu
PEKOMEHOYEMO YHUKHYTU KOHTaKTy 3 O4YMMa Ta LUKIpoW i HOCUTK
0OHOPAa30Bi pyKaBUYKM.

YBAIA! Kani6patopu, KoHTponi Ta Bydepu mictsate asug HaTpito (NaN3)
sik KoHcepBaHT. NaN3 Moxe OyTU TOKCUYHUM, SIKLLIO MOr0 MPOKOBTHYTM
abo npu nonapaHHi Ha wkipy i oyi. NaN; Moxe pearyBaTu 3i CBUHLEM i
migato i hopmyBaTu BMOYxoHebe3neuHi asuan metanis. Mpy 3HWLLEHHI,
3MUTU 3 BENUKOK KiNbKiCTIO BOAMW, W06 3anobirt HakonuyeHHo asuais.
Byab nacka, 3BepHiTbCA OO0 mMpoueayp 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, Hanpuknag) 6ys
NMpOTECTOBaHWI CXBaneHUMU meTtogamu, i 6yB HeratwuBHum Ao HbsAg,
renatuty C Tta BIJ1 1. lNpoTe, xoOeH TecT He MOXe rapaHTyBaTu
BiOCYTHICTb BIpPYCHMX areHTiB Yy Takux maTtepianax MOBHICTIO. Takum
YMHOM, MOBOAMUTUCH 3 KOHTPOMSIMW, CTaHAapTaMu i 3paskamy nauieHTiB
AK 3 NOTEHUIHUM [HKepenom iHEKLIMHNX 3aXBOPOBaHb i BiAMOBIAHO A0
HauioHanbHUX BUMOT.




KomnnekT MicTuTb mMaTtepian TBapuMHHOIO MOXOMXKEHHS, siK 3a3HA4YeHo B
Tabnuui 3MicTy, NOBOAMTUC BiANOBIAHO A0 HaLiOHANBHUX BUMOT.

5.2 3aranbHi 3ayBaXK€HHS LWOA0 BUKOPUCTaHHA

Y pasi, aKwo iHdopmauis nNpo NpOoAyKT, B TOMY YMUCHi MapKyBaHHS, €
crnoTBopeHoto abo HenpaBunbHow, OyAp rfacka, 3BepHITbCA [0
BMPOBHMKa Y NocTayvanbHUKa TecT-Habopy.

He 3miwyiite i He 3amiHonNTe peareHTU abo MikponnaHweTn 3 pisHMX
nortie. Lie moxe npuBecTn fo 3MiH B pe3ynbraTax.

MpvBeCTN BCi KOMMNOHEHTM A0 KiMHaTHOI Temnepatypu (20-32 °C/68-89.6
°F) nepen BWKOpUCTaHHsIM, [OoOpe nepemiwaTtu i [OTPUMYBaTUCh
PEKOMEHA0BAHOI iHKYOaAUiNHOT CXeMu Ansi ONTUMarnbHOTO BMKOHAHHS
TecTy.

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

Hikonu He nipoaBanTe KOMMOHEHTU OinblU BUCOKIN TemnepaTypi, Hix 37
°C/98.6 °F.

3aBxau NpoBOAUTM MINETYBaHHS PO34MHy cyGCTpaTy TinbkA 3 HOBUMMU
HaKOHeYHMKamMKn. 3axuwaTn LUen peareHT Big cBitna. Hikonn He
ninetyBatn KoH'loraT 3 HaKOHEeYHVMKaMW, $IKi BUKOPUCTOBYBanucCb 3
iHLUMMK peareHTaMm A0 LbOro.

MeBHUM KNiHIYHMMA pOiarHO3 He nNOBUHEH FPyHTyBaTUCS Ha
pe3ynbTaTtax TifibKM NPOBeAeHOro TecTy, arie Mae 6yt 3po6reHumn
nikapeM nicns ouiHKKM BCiX KNiHIYHMX Ta NabopaToOpHUX AOCioKEeHb.
[iarHo3 noBuHeH OyTU nepeBipeHMN 3 BUKOPUCTAHHAM pPi3HUX
MeToAiB AiarHOCTUKN.

6 Bin6ip npo6, BukopucraHHs ta 36epiraHHs

BukopuctoByinTe nepeBaxHO 3ibpaHi HelloAaBHO 3paskv CUPOBATKMU.
3abip KpoBi NOBMHEH NPOBOAMTUCH BIAMOBIAHO OO AepKaBHMX BUMoOr. He
BVKOPWCTOBYWTE iKTEPWYHi, ninemiyHi, remonizoBaHi abo GakTepianbHO
3abpygHeHi 3paskn. CrvpoBaTka 3 YacTMHKaMu MoBuMHHa ByTu ouuieHa
LeHTpUYryBaHHSAM 3 HU3bKOW LWBMAkicTIo (<1000 x g). 3pasku Kposi
NOBUWHHI ByTw 3ibpaHi B YMCTi, Cyxi i NOpoXHi NPoBipku.

Micna cenapauii, 3paskM cupoBaTKv Crif BMKOPUCTOBYBATU Ha MpPOTS3i
nepwux 8 roauH, 3Gepiratu LWiNbHO 3akpUTUMK Npu TemnepaTtypi 2-8
°C/35-46 °F pgo 48 roguH abo 3amopoxeHumu npu -20 °C/-4 °F pgns
6inbLw TpMBanux nepiogis.

7 Mpoueaypa aHanisy

7.1 NigroToBYi 3axoan nepea No4YaTkom poboTtun

Po3BecTu KOHLEHTPOBaHi peareHTu:

PosBecTn koHueHTpoBaHun Oydep ansa 3paskiB 1:5 aucTunboBaHo
BoAoto (Hanpuknagd, 20 mn nntoc 80 mn).

PosBecTtn koHueHTpoBaHui [NpomuBHuiA Gydep 1:50 aucTunboBaHOK
BoAo (Hanpuknag, 20 mn nntoc 980 mn).

o6 YHUKHYTM NMOMUIIOK MU MPOMOHYEMO MO3HAYUTU KOBMAYKU Pi3HUX
kanibpaTtopi..

3pasku:

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

MpomuBaHHsA:

MigrotyBat 20 mMn po3seaeHoro npomueHoro Gydpepa (1x) Ha 8 nyHok
abo 200 mn Ha 96 nyHOK, Hanmpwknag, 4 Mn KoHueHTpaTy nnoc 196 mn
ANCTUINBLOBAHOI BOAM.

ABTOMaTu30OBaHe NPOMMUBAHHA:
BpaxyBaTu HagnuLkoBi o6csarn, HeoOXiaHi ANA HanawTyBaHHSA npunaay,
i MepTBi 06CArM ANst aBTOMaTU30BaHOIO NiNETyBaHHS.

Py4He npomMuBaHHA:

Bvpanutu pigvHu 3 nyHOK nepekvaaHHAM nnaHieTa. MNocTtykaTn pamKoio
3 MIKpOnyHKamMu eHepriiHo Ha YnucTuin agcopbyrounii nanip. Brectu 300
MK pO3BedeHOro npommBHOro Oydepa B KOXHY FyHKy, noyekatn 20
cekyHa. MoBTOpMTKM BClO NpoLieaypy Lue ABa pasu.

MikponnaHweTu:

Pospaxyite KinbkicTb nyHOK, HEOBXiAHUX Ans aHanidy. Buganutu 3amsi
NYHKX 3 paMKkW, MOMICTUTW B nakeT i 36epiraTv pa3oMm 3 OCyLlyBayeMm,
LiNbHO 3akpuTMm (2-8 °C/35-46 °F).

7.2 Cxema lMineTyBaHHA
Mu nponoHyemo ninetyBaTu KanibpaTopw, KOHTPOMi i 3pasku Takum
YUHOM:

na KINTIbKICHOI intepnpeTauii
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CalA: kaniGpatop A
CalB: kanibpatop B
CalC: kani6patop C

[na SKICHOI intepnpetauii
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CalD: kani6patop D PC: noautueHmit P1: naujent 1
CalE: kanibpatop E KOHTPOMb P2: naujeHt 2
CalF: kani6patop F NC: HeraTuBHUi P3: naujent 3
KOHTPONb
CC: cut-off
Kkanibpatop

7.3 NpoBeneHHs TeCTyBaHHA

Kpok | Onuc
1. lMepekoHanTecs, WO MNiAroTOBKa BiANOBIAHO A0 NYHKTY 7.1 BuLe
Oyna npoBefeHa nepep NiNeTyBaHHSM.
2. BukopuctoByinTe HacTynHi Kpoku ONsi OTPMMaHHS HeobXigHWX
KiNIbKiICHUX/SIKICHUX pe3ynbTartiB:
KOHTPOI/I | 3PA3KU
3. BHecTn B 3a3HayeHi NyHKW, siKk onvcaHo B po3paini
7.2 Buue, 100 MK KOXHOrO:
a. Kanibpatopis (CAL.A po CALF) gans
KINIbKICHOI a6o
b. Cut-off kani6patopa (CC) ans SKICHOI
u iHTepnpetauii i 100 MKkn KOXHOrO 3
+o0 HacTymnHUX:
e HeratuBHoro  konTporno  (NC) i
Mo3suTmeHoro koHTponto (PC), i
. PosBeneHoi cupoBaTku nauieHta (P1,
P2..)
4. Y
@ ) IHky6yBaT npotarom 30 xBunuH npu 20-32
— °C/68-89.6 °F.
5. |washs |
[ 1t MNpomutn 3 pasu 3 300 MK NPOMMBHOIO
/ 6ydepa (po3seneHuit 1:50).
—_— I
3x 300wl
KOH'IOTAT
6.
\‘ BHecTn 100 MK KOH'lOraTy B KOXHY MyHKY.
7. AN
@ ) IHky6yBaT npotarom 30 xBunuH npu 20-32
ity °C/68-89.6 °F.
8. |washs |
[ 1t MNpomutnn 3 pasm 3 300 MKN NPOMMBHOIO
% / Oydbepa (po3seneHnuin 1:50).
—_— I
3x_ 300wl
CYBCTPAT
9.
\'\
\
\ Brectn 100 mkn TMB cybcTpaTy B KOXKHY NYHKY.
-'HL,I
10. %
InkybyBaT npotarom 30 xBunuH npu 20-32
\ °C/68-89.6 °F, 3axuweHun BiOg IHTEHCMBHOIO
/' cBiTna.
2
CTOIN PO34YH
11.

+100 pl

BHectn 100 MKN CTOM-pO34MHY B KOXHY INYHKY,
BMKOPUCTOBYIOUM TON e MOPSAOK, WO i npu
nineTyBaHHi cybcTpary.




12. T
ButpumaTti 5 XBUNMH MiHIMyM.
13. PeTenbHo CTpywyBaTy NNacTuHy NpoTsarom 5 cek.
14. oD,- OD% Bumipatn onTuyHy wWinbHicTe npu 450 HM
(pekomeHpyeTbea 450/620 HM) npoTtarom 30
450/620 nm XBUNVH.

8 KinbkicHa Ta flkicHa IHTepnpeTauis

[Ona KinbkicHOi iHTepnpeTauii nobygyBaTu CTaHdapTHY KpuBY,
BiAKNaBWM ONTUYHY wWinbHicTb (OD) koxHoro kani6patopa (Bicb Y)
no BiQHOLIEHHIO OO BiAMOBiAHUX 3Ha4YeHb KOoHUeHTpauii B Opg/mn (Bicb
X). [Ons [OCArHEHHA HaWKpalwmx pesynbTaTiB MU  PEeKOMEeHAyEMO
BukopucTaHHs log/lin koopauHaT Ta 4-MNapameTpoBe HanawTyBaHHA. 3
OD KOXHOro 3paska 34nTaTy BiANOBIOHI KOHLEHTpaLii aHTUTIN, BUPaXeHi
B Oa/mn.

10 Po6Goui xapakTepucTuku

10.1 AHaniTnyHa YyTnueictb
TecTtyBaHHsA Bydepa ans 3paskiB 30 pasiB Ha AESKULISA ANA-HEp-2
KinbKicHUU fano aHanituuHy vyytnmeictb 1.0 Og/mn.

10.2 CneumdivHicTb i YyTNMBICTL

MikponnaHweT nokputuin nizoBaHnUMK knitTnHammn HEp-2. MNepexpecHoi
pPeakTMBHOCTI 3 [HWWMK aHTureHamn He BusiBneHo. ANA He €
cneumdpivHummn gns SLE, ane 3HaxogsTbCs B Pi3HUX PEeBMAaTUHHUX
3axBoploBaHHAX. BusiBnenHs ANA € gyxe 4yTnMBMM Mapkepom Ans
akTMBHOro SLE i € noantmeHUM B > 99% BUNagkis.

10.3 NiHinHicTb

OGpaHi cupoBaTku TecTyBanucb 3 UMM Habopom i Byno BCTaAHOBMEHO
NiHINHICTb  po3BefeHHA. Tum He MeHwe, 4Yepe3 HeoOHOPIgHICTb
XapakTepy nOACBKUX ayTOaHTWUTINT MOXYTb iCHyBaTW 3pasku, WO He
nignsaralTs LbOMY NpaBuy.

HopmanbHuii gianasoH CyMHiBHMI giana3oH Mo3uTnBHI pesynbTatn

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

lMpuknad cmaHAapmHoi Kpueoi
Mu pekomeHayeMo napanernbHe MineTyBaHHSA KanibpaTopiB AMsi KOXHOro
aHaniay.

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

1 1/100 152.9 153.6 99.5
1/200 76.4 76.8 99.4
1/400 38.8 384 101.0
1/800 178 19.2 92.7

2 1/100 85.3 84.9 100.5
1/200 441 425 103.8
1/400 22.0 21.2 103.8
1/800 9.8 10.6 92.5

Kaniépamopu IgG OD 450/620 Hm CV % (Bapiayis)
0 Og/mn 0.036 29
3 0p/mn 0.176 2.3
10 Og/mn 0.314 29
30 Op/mn 0.618 29
100 Og/mn 1.312 0.1
300 Og/mn 2.076 0.7
lMpuknad po3paxyHKy
MauieHt Ly6nikar (OD) CepeaHe (OD) Pesynbrar (Oa/mn)
P01 0.799/0.744 0.772 403
P 02 1.404/1.393 1.39 119.5

3pasks Bule 3HAYeHHS HaMBWLWIOro Adiana3oHy KanibpaTtopa cnig
npeactaBnsaT™M y Burnsigi > Max. BoHW noBuHHI GyTv po3BedeHi B Mipy
HeobxigHOCTI i 3HOBY aHanioBaHi. 3paskuM HWkK4Ye 3Ha4yeHb AianasoHy
KanibpaTopa nNoBWHHI ByTW NpeacTaBneHi y Burnsgi < Min.

[aHi, XxapakTepHi AN KOHKPETHOro NOTY, 3HAX04ATbLCA B FIUCTI KOHTPOMO
sikocTi. MeamyHi nabopaTopii MoXyTb npoBoauTK cBit KoHTponb AkocTi
BVIKOPVICTOBYOUM BriaCHi KOHTPONi i/abo BHYTPILLHIN Myn CMPOBATOK, SK Lie
nepen6ayeHo Hopmamu €C.

KoxHa nabopartopis NOBMHHA BCTAHOBWUTM CBOI MeEXi HOpMarbHUX
3HayeHb, I'PYHTYIOUUCH Ha BIACHWX METOAAX, KOHTPOMsiX, OOnagHaHHi i
nonynsAuii  nauieHTiB  y BIigNOBIOHOCTI 3i CBOIMWM BCTaHOBNEHUMMU
npoueaypamu.

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

HacTynHi TexHiyHi AaHi MOBWMHHI OyTW nepesipeHi: TEPMiH MPWAATHOCTI
(npuroToBneHux) peareHTiB, yMOBW 30epiraHHsa, nineTkn, npunagu,
doTomeTp, yMOBM iHKybaLjii i METOAN NPOMMBKM.

AKWO NpoTEeCTOBaHi 3pa3kM NMOoKasylTb 3HAYEHHS, K BiAXMNSAOTLCS Big,
BCTaHOBMEHWX, abo KpuTepii nepeBipkn He BMKOHYIOTbCS 6e3 Baromux
npuunH, Byap nacka, 3BepHITbCA A0 BUPOOHMKa Yn nocTavanbHuKa TecT-
Habopy.

Ona skicHoi iHTepnpeTtauii 3uuTaTM ONTUYHY wWinbHiCTb Cut-off
KanibpaTopa i 3paskiB nauieHTiB. [MopiBHATM OD naujeHta 3 OD Cut-off
KanibpaTopa. [ns sikicHoOi iHTepnpeTauii My pekoMeHOyeEMO po3rnsgaTu
cupoBaTkm B pAianas3oHi 20% HaBKOMO MOPOrOBOTO 3HAYEHHS, SK
0BO3HauHi. Bci 3pasku 3 6inbw BrcokvM OD BBaxakTbCs MO3UTUBHUMMU,
3pasku 3 GinbLu HM3bkuMK OD BBaxarTbCst HEraTUBHUMMU.

HeratuBHui: OD nayienra < 0.8 X OD cyteoff
CyMHiBHUIA: 0.8 X OD cytoff € OD nayienra < 1.2 X OD cyteoff
Mo3nTnBHUM: OD qayienra > 1.2 X OD cyreoff

9 TexHiuvHi 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 Oa/mn

1.0 Op/mn

3aranbHui Yac iHKybaLyji:
[iana3oH kanibpyBaHHs:
AHaniTV4Ha YyTnMBICTb:

30epiraHhs: npu Temnepatypi 2-8 °C/35-46 °F
BUKOPUCTOBYMTE TifbKN OpUriHanbHi
dnakoHu

KinbkicTb BU3Ha4YeHb: 96 TecTiB

10.4 TouHicTb

[ns BU3Ha4YeHHSA TOYHOCTI aHani3y, MiHNUBICTb (BCepeauHi i Mk cepisiMu)
OLliHIOBanu LWNSXOM aHanisy /oro BiATBOPIOBAHOCTI Ha TPbOX BifibpaHnx
3paskax cupoBaTku, LWO6 MpeacTaBUTU [Aiana3oH B MOPIBHSHHI - 3i
CTaHOAPTHOK KPUBOHD.

Intra-assay Inter-assay
Sample No. Mean (047 Sample No. Mean cv
(OD-Ratio) (%) (OD-Ratio) (%)
1 46 1.5 1 47 31
2 28 20 2 3.0 25
3 14 1.8 3 1.2 24

10.5 KanibpyBaHHsA
AESKULISA ANA-Hep-2 kanibpyeTbcs NpOTU KOHTPOSbHUX CUPOBATOK
Big CDC (LleHTp no koHTponto i npodinakTuLli 3axBoptoBaHb) B ATMaHTI.
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