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AnA KOMBIHOBAHOTI O KIJIbKICHOIO TA
AKICHOIO BUABJIEHHA IgA, 1gG | IgM
AHTUTINN NPOTU KAPAIONIMIHY
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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 KapdioniniH-Check € tBeppodasHuM iMyHOhepMeHTHUM
aHanisaoM 3 BUWKOPUCTaHHSM BUCOKO OYULLEHOro KkapaioniniHy nnoc
HaTUBHOTO NMIOACLKOro B2-rnikonpoTeiny | Ans koMBiHOBaHOrO KinbKiCHOro
Ta skicHoro BusiBneHHsa IgA, IgG i IgM aHTuTin npoTwn KapgioniniHy B
cypoBaTUi KpoOBi MoguHW. AHTUTING aHTW--kapgioniniHy B OCHOBHOMY
po3ni3HaloTb cneundivHi enitonu Ha KOMMIeKCi B cknagi 3 Kkapgionininy i
32-rnikonpoTeiHy |, fki BupaxatTbCs Tinbku To4i, Konu B2-rnikonpoTeiH |
B3aeMogie 3 kapgioniniHoM. AHani3 € 4ONMOMOrolo B AiarHOCTULi Ta ouiHLi
pV3NKy TPOMBO3Y Y NauieHTiB 3 CUCTEMHUM YePBOHUM BOBYakom (SLE).

2 KniHiyHe 3acTocyBaHHA i
iHCMpyKUii).

npuvHuMn adanisy (fus. opuaiHan

mn kaniépatopa: 0, 3, 10, 30,
100, 300 Op/mn.
Tioacbka cuposaTtka
(po3BeneHa), buyaunin
C1pOBaTKOBUIA anbOyMmiH
(BCA), asug Hatpito <
0.1% (koHcepBaHT)
KoH'torar, 1x15mn | Binui YepBoHuit Mictutb: AHTI-
IgA/GIM iMyHOrMoGyniHM NtoMHN,
KOH'toroBaHi 3
NepOKCMAa3oio XpoHy,
Buyaumit cupoBaTKoBUiA
ansbymiH (BCA)
Cybetpart 1x15 YopHuit BeskonipHuit | CrabinisoBaHuit
TMB Mn TMB/H.02
Cron Po3uunH 1x15 Binui Beskonipuin | 1 M consHoi KuCnOTH
Mn
MikponnaHwet | 12 x 8- - - CMYXKU, SIKi
NYHKOBUX Bi[JOKPEMTIOIOTLCA
CMYXXOK IMoKpUTTSA AMB. MyHKT 1

* Konip 36inbluyeTbcs 3 KOHLEHTpaLliet

HEOBXI4HI MATEPIAJIN, LLJO HE TOCTAYAKOTbCs

lMnaHweTHWA pigep 3 GinbTpom 450 HM i onuiiHUM pedepeHTHUM dinbTpom 620 HM
(600-690 Hm). CknsHui nocys (umnivgp 100-1000 mn), npobipku ANS po3BeneHHs.
Boptekc, ninetkm npeumsivni (10, 100, 200, 500, 1000 mkn) abo perynboBaHa
mynbTtuninetka (100-1000 mn). MikponnaHweTHuin Mpuctpin ans npomusku (300 mkn
noBTOplOBaHHS ~ abo 6GaraTokaHanbHa nineTka abo aBTOMaTW30BaHa cucTema),
apcopbytouuit nanip.

Hawi TecTw npusHayeHi ANS BUKOPWUCTAHHS 3 OYWLLEHOK BOAOK BIAMOBIHO A0
Bu3HaueHHs Papmakonei CLLA (USP 26 — NF 21) Ta €sponeiicskoi dapmakonei (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 NepoKCcUaa3oko XPoHy (KOH'toraT), iHKyOytoTh i BinbyBaeTbCs
peakuis 3 KOMMMEKCOM aHTUreH-aHTUTINO B 3pa3kax B MiKponmnaHLieTax.
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). LUBMAKICTE YTBOPEHHS KOMbOPY Bif, XPOMOreHy € (yHKLieo
KiNIbKOCTi KOH'loraTy, NoB'A3aHoro 3 KOMMIEKCOM aHTUIeH-aHTUTINO, | BOHa
NponopuinHa MOYaTKOBIN 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), 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), bryaumit
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 opwuriHanbHii ynakoBui. OTOBi, BiAHOBNEHi PoO34MHWM CTabINbHi
npotarom 1 micaus npu Temnepatypi 2-8 °C/35-46 °F, sk MiHIMyMm.
PeareHTu i MikponnaHLwieT NOBMHHI BUKOPUCTOBYBATUCS TiNbKN B MeXax
TepMiHy NpuaaTHOCTI, 3a3HA4YEHOrO Ha KOXXHOMY KOMMOHEHTI. YHuKanTe
iHTeHcMBHOro  BnnuBY  cBiTna Ha TMB  posuuH.  36epirante
MikponnaHweTn B MNpu3HayeHin Ans uporo ¢ornb3i, B TOMY 4uchi 3
ocyLlyBayem, i LWirNbHO 3aKkpuBanTe.

5 Be3aneka BUKOPUCTaHHA

5.1 HeGe3neka ans 3gopoB's

Leld npodykm npu3HayeHul minbku 4151 QIAFHOCTUKU IN VITRO.
TakvuM YMHOM, TifbKVM NepCcoHarl, HaB4YeHW i cneujianbHO iIHPOPMOBaHMI
LWOAO MeTodiB AiarHOCTMKM B Mpobipui, MOXe NpoBoAMTU aHani3. Xoya
Leln NpoayKT He BBaXaeTbCH OCOBNMBO TOKCUYHMM abo HebedneyHum B
YMOBax HOPMaribHOro BUKOPUCTaHHS!, MPUTPUMYMTECH HAaCTYMHUX 3ax0aiB
ONs MakcumarnbHoi 6e3neku:

PekomeHndauii ma 3axodu 6e3neku

Llem komnnekt MiCTUTb MOTEHLUiNHO Hebe3neyHi kommoHeHTW. Xouya
peareHTU He knacudikoBaHi SK MNOAPA3HUK ANA Ooven i LWKipu, Mu
PEKOMEHAYEMO YHUKHYTU KOHTaKTy 3 O4YMMa Ta LUKIpO i HOCUTU
0[HOPAa30Bi pPyKaBNYKM.

YBATA! Kanibpatopu, KoHTponi Ta Bydepu mictate a3ung HaTpito (NaN3)
sk koHcepBaHT. NaN; Moxe OyTv TOKCUYHUM, SKLO MOro MPOKOBTHYTU
abo npu nonagaHHi Ha wkipy i ovi. NaN; Moxe pearyBaTyh 3i CBUHLEM i
migato i dopmyBaTn BMOyxoHebe3neyHi asuan metanis. Npy 3HWLLEHHI,
3MUTK 3 BENMKOK KiNbKIiCTHO BOAM, W06 3anobirtu HakonUYeHHKo asugis.
Byab nacka, 3BepHiTbCA A0 npouedyp Ae3akTuBalii, ik ue BUKNageHo
CDC ab0 8o iHWKWX MicLeBUX/HaLOHANBHUX KEPIBHUX NPUHLUMMIB.

He nanitb, He ixTe i He nuhTe nig 4ac po6otu 3 Habopom. He
nineTtyBaTu poToM.

Becb BuxigHWIM niogcbkuii MmaTepiarn, Lo BUKOPUCTOBYETLCS ANS OESKUX
peareHTiB LbOro Habopy (KOHTpomi, cTaHgapTv, Hanpuknag) 6ys
NpoTECTOBaHWI CxXBaneHMMn metogamu, i 6yB HeratwuBHum Ao HbsAg,
renatuty C T1a Bl 1. lpoTe, xogeH TecT He MOXe rapaHTyBaTu
BiACYTHICTb BIPYCHMX areHTiB Yy Takux maTtepianax MOBHICTIO. Takum
Y/MHOM, MOBOAMUTUCH 3 KOHTPOMNSAMW, CTaHAapTamu i 3paskamu nauieHTiB
SIK 3 MOTEHUINHUM JXepernoM iHheKUiHMX 3axBOptoBaHb i BIANOBIAHO A0
HaLjioHanbHWUX BUMOT.

KomnnekT micTUTb MaTtepian TBapMHHOIO MOXOMKEHHS!, SIK 3a3HA4YeHO B
Tabnuui 3micTy, NOBOAMTMCL BiANOBIAHO A0 HaLiOHANBLHUX BUMOT.




5.2 3aranbHi 3ayBaXX€HHS LWOA40 BUKOPUCTaAHHA

Y pasi, aKwo iHdopmauis nNpo NpoAyKT, B TOMY YUCHi MapKyBaHHS, €
crnoTBopeHoto abo HenpaBunbHow, OyAp rnacka, 3BepHITbCA A0
BMPOGHMKa YM nocTavanbHUKa TecT-Habopy.

He 3miwyiite i He 3amiHoNTe peareHTU abo MikponnaHweTn 3 pi3HMX
nortie. Lle moxe npuBecTn fo 3MiH B pe3ynbraTax.

MpvBeCTN BCi KOMMNOHEHTM A0 KiMHaTHOI Temnepatypu (20-32 °C/68-89.6
°F) nepen BWKOpWUCTaHHsIM, [O0Ope nepemiwaTtu i [OTPUMYBaTUCH
pekoMeHAoBaHoi  iHKybaUinHOI cxeMu [ONnsi ONTUMAanbHOrO BUKOHaHHSA
TecTy.

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

Hikonu He niggaBanTe KOMMOHEHTM OinbLlU BUCOKIN TemnepaTypi, Hix 37
°C/98.6 °F.

3aBxau NpoBOAUTM MINETYBaHHS PO34MHy cyGCTpaTy TinbkA 3 HOBUMMU
HaKOHeYHMKamMKn. 3axuwaTtn uUen peareHT Big cBitna. Hikonn He
ninetyBatn KoH'loraT 3 HaKOHEeYHVKaMmW, sIKi BUKOPUCTOBYBanucCb 3
iHLUMMK peareHTaMm A0 LbOro.

MeBHUM KNiHIYHMMA [OiarHO3 He MNOBUHEH FPyHTyBaTUCS Ha
pe3ynbTaTtax TiJibKM NPOBeAeHOro TecTy, arie Mae 6yt 3poGreHumn
nikapeM nicns ouiHKKM BCiX KNiHIYHUX Ta NabopaTopHUX AoCHiAKeHb.
[iarHo3 noBuHeH OyTU nepeBipeHMN 3 BUKOPUCTAHHAM pPi3HUX
MeToAiB AiarHOCTUKN.

6 Bin6ip npo6, BukopucrtaHHs Ta 36epiraHHsa

BukopuctoByinTe nepeBaxHO 3ibpaHi HelloAaBHO 3paskM CUPOBATKMU.
3abip KpoBi NOBMHEH NPOBOAMTUCH BIAMOBIAHO 4O AepaBHMX BUMor. He
BVKOPWCTOBYWTE iKTEPWYHi, NinemiyHi, remonizoBaHi abo GakTepianbHO
3abpyaHeHi 3pasku. CrvpoBaTka 3 YacTMHKaMu MoBuMHHa ByTu ouuweHa
LEeHTpUMYryBaHHAM 3 HU3bKOWO LwBMAkKicTio (<1000 x g). 3pasku Kposi
NOBWHHI ByTu 3ibpaHi B 4MCTi, Cyxi i NOpoXHi NPobipku.

Micna cenapadii, 3pasky cupoBaTKu CRif BUKOPUCTOBYBATM Ha MpOTA3i
nepwux 8 roauH, 36epiratu LWiNbHO 3akpUTUMK Npu Temnepartypi 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

Po3BecTn KOHLEHTPOBaHI peareHTu:

PosBectn koHueHTpoBaHun Oydep ansa 3paskiB 1:5 aucTunboBaHo
Boaotw (Hanpwuknag, 20 mn nntoc 80 mi).

PosBectn koHueHTpoBaHui [NpomusHuiA Gydep 1:50 aMcTUnbOBaHOK
BoAoto (Hanpuknag, 20 mn nntoc 980 mn).

o6 YHUKHYTM NMOMUIIOK MU MPOMOHYEMO MO3HAYUTU KOBMAYKU Pi3HUX
kanibpaTtopi..

3pasku:

PosBecTtu 3pasku cupoBatku 1:101 Bycdepom ans 3paska (1x)
Hanpwuknag, 1000 mkn 6ydpepa ansa 3paskiB (1x) + 10 Mkn cupoBaTku.
Ho6pe nepewmiwatu!

MpomuBaHHsA:

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

ABTOMaTH30BaHe NPOMMUBAHHS:
BpaxyBaTu HagnuLkoBi ob6csArn, HeobXiaHi ANA HanawTyBaHHSA npunaay,
i MepTBi 06CsArv Anst aBTOMaTU30BaHOIO NiNeTyBaHHS.

Py4He npomMuBaHHs:

Bvupanutu pigvHu 3 nyHOK nepekvaaHHAM nnaHiweTa. MNocTtykaTn pamkoio
3 MIKpOnyHKamMun eHepriviHo Ha YicTui agcopOyrounin nanip. Brectn 300
MK po3BedeHOro npommBHOro Oydepa B KOXHY FyHKy, rnoyekatn 20
cekyHa. MoBTOpMTKM BClo NpoLieaypy Lie ABa pasu.

MikponnaHweTu:

PospaxyiTe KinbkicTb MyHOK, HEoBXiAHWX Ans aHanisy. Buganutu 3amsi
NYHKN 3 paMKW, MOMICTUTM B MakeT i 36epiraTv pa3oMm 3 OcCyLlyBayeMm,
LWiNbHO 3akpuTnMm (2-8 °C/35-46 °F).

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

na KINTIbKICHOI intepnpeTauii [na SKICHOI intepnpetauii

1 2 3 a.. 1 2 3
A | - Lot A | NC P2
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CalA: kaniopatop A CalD: kaniGpatop D PC: noautueHmit P1: naujent 1
CalB: kanibpatop B CalE: kanibpatop E KOHTPOMb P2: naujeHt 2
CalC: kanibpatop C  CalF: kani6parop F NC: HeraTuBHUi P3: naujent 3
KOHTPOMNb
CC: cut-off
Kkanibpatop
7.3 NpoBeneHHs TeCTyBaHHA
Kpok | Onuc
1. lMepekoHanTecs, WO MNiAroTOBKa BiANOBIAHO A0 NYHKTY 7.1 BuLe
6yna npoBefeHa nepes nineTyBaHHSM.
2. BukopuctoByinTe HacTynHi Kpoku ONsi 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
KINTbKICHOI a6o
b. Cut-off kani6patopa (CC) ans SKICHOI
u iHTepnpeTauii i 100 MKn KOXHOrO 3
HacTyMHUX:

+100 pl .
e HeratuBHoro  koHTponio  (NC) i

Mo3suTmeHoro koHTponto (PC), i
e PossegeHoi cuposaTtku nauieHta (P1,
P2..)

4. Y
@J' IHky6yBaT npotarom 30 xBunuH npu 20-32
— °C/68-89.6 °F.

5. |washs |
[ 1t Mpomutn 3 pasu 3 300 MK NPOMMBHOIO
/ 6ydepa (po3seneHuit 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
/' ceiTna.

CTOIN PO34YMH

11

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

+100 pl




12. T
Butpumati 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 nobygoyBaTM 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.

HopmanbHuii gianasoH CyMHiBHMI giana3oH Mo3uTnBHI pesynbTatn

KinbKicTb BU3HAYEHb: 96 TecTiB

10 Po6Goui xapakTepucTuku

10.1 AHanituyHa YyTnuBicTb
TecTyBaHHA Oydepa gnsa 3paskie 30 pasiB 3 AESKULISA Cardiolipin-
Check gano aHanitnyny wytnmsicte 1.0 Oa/mn.

10.2 CneuundpiyHicTb i YyTNUBICTb

MikponnaHLeT NOKPUTUIA BUCOKO OYULLEHUM KapAioniniHOM i HaTUBHWUM
noacbkum B2-rnikonpoTteiHom |. MMepexpecHoi peakTMBHOCTI 3 iHLWUMK
ayToaHTUreHamun He crnocTepiranocs. AHTUTINA KapaioniniHy
BMABNSAOTLCA Yy A0 70% naujieHTiB 3 SLE.

10.3 NiHinHicTb

O6paHi cupoBaTku TecTyBanucb 3 UMM Habopom i Byrno BCTaHOBMNEHO
NiHINHICTb  po3BedeHHA. Tum He MeHwe, 4epe3 HeoOHOPIHICTb
XapakTepy mACbKUX ayTOaHTUTIN MOXYTb iCHyBaTW 3pasku, WO He
nianaraioTb LbOMY NpaBuny.

<16 Oa/mn 16-24 Og/mn > 240p/mn

lMpuknad cmaHAapmHoi Kpueoi
He BuMkopucTOBYBaTM Liei Npuknag Ans iHTepnpeTauii pesynbTaTiB
naujieHTiB

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

1 1/100 63.1 68.0 93.0
1/200 33.7 34.0 99.1
1/400 15.9 17.0 93.5
1/800 9.0 8.5 105.9

2 1/100 138.6 141.8 97.7
1/200 70.1 70.9 98.9
1/400 33.2 35.5 93.5
1/800 17.9 17.7 101.1

Kaniépamopu IgG/AIM OD 450/620 Hm CV % (Bapiayis)

0 Op/mn 0.056 25

3 0p/mn 0.144 15

10 Op/mn 0.311 24

30 Oa/mn 0.623 32

100 Og/mn 1.228 31

300 Op/mn 2.091 0.9

lMpuknad po3paxyHKy
MaujieHT [y6nikar (OD) CepeaHe (OD) PesynbTar (Oa/mn)

P 01 1.357/1.334 1.346 116.2
P02 0.790/0.781 0.785 45.7

3pasky BuLle 3HAYeHHs HalBWLWIOro Jiana3oHy kanibpaTtopa cnig
npeactaBnsaT™M y Burnsgi > Max. BoHW noBuHHI GyTv po3BedeHi B Mipy
HeobOXigHOCTI i 3HOBY aHanioBaHi. 3pasku HwkK4ye 3HayeHb AianasoHy
KanibpaTopa NoBWHHI ByTW NpeacTaBneHi y Burnsgi < Min.

[aHi, XxapakTepHi 4N KOHKPETHOro NOTY, 3HAX0AATLCA B FNIUCTI KOHTPOMO
skocTi. MegmyHi nabopaTopii MoXyTb npoBoauTK cBil KoHTponb AkocTi
BMKOPVCTOBYOUM BrACHi KOHTPONi i/abo BHYTPILLHIN Nyn CMPOBATOK, K Lie
nepen6ayeHo Hopmamu €C.

KoxHa nabopartopis NOBMHHA BCTAHOBWUTM CBOI MeEXi HOpMarbHUX
3HauyeHb, I'PYHTYIOUUCb Ha BacHWX MeTodaX, KOHTPOMsX, obnaaHaHHi i
nonynsAuii  nauieHTiB y  BIignNoOBIOHOCTI  3i CBOIMM  BCT@HOBMIEHUMMU
npouenypamu.

Y BMNagKy, KON 3Ha4YeHHs KOHTPOMIB He BiAMNOBIAaOTb KPUTEPISM, TECT €
HeAiCHVM | NOBMHEH ByTV NOBTOPEHUIA.

HacTynHi TexHiuHi gaHi NoBWHHI OyTW nepesipeHi: TEPMiH MpuaaTHOCTI
(NpuroToBneHnx) peareHTiB, YMOBW 30epiraHHs, nineTku, npunagu,
doToMeTp, YMOBM iHKyOaLji i MEeToaM NPOMUBKY.

AKWwo npoTecToBaHi 3pa3kn MOKa3yloTb 3HAYEHHS, AKi BiOXWUNATLCS Bif
BCTaHOBIEHUX, abo KpuTepii NepeBipkn He BUKOHYyOTbCA 6e3 Baromumx
npuunH, Byap nacka, 3BepHITbCA A0 BUPOOHMKa Y nocTavanbHuKa TecT-
Habopy.

Ona skicHoi iHTepnpeTtauii 3uuMTaTM ONTUYHY wWinbHiCTb Cut-off
kanibpaTopa i 3paskiB nauieHTiB. MopiBHATM OD nauieHta 3 OD Cut-off
KanibpaTopa. [Ansa skicHOI iHTepnpeTauii M1 pekoMeHAYEMO po3rnaaaTu
cupoBaTkm B pAianas3oHi 20% HaBKONMO MOPOrOBOTO 3HAYEHHS, SK
[BO3HauHi. Bci 3pasku 3 6inbw Bucokum OD BBaXxalTbCs MO3UTUBHUMMU,
3pasku 3 GinbL HM3bknMu OD BBaXalTbCA HEraTUBHUMU.

HeratuBHui: OD payienra < 0.8 X OD cytooff
CyMHiBHMIA: 0.8 X OD cytoff < OD nayienra £ 1.2 X OD cytooff
Mo3nTuBHUM: OD qayienra > 1.2 X OD cyteoff

9 TexHiu4Hi paHi

Marepian 3paska:
O6’em 3paska:

cupoBaTka
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

1.0 Og/mn

npu TemnepaTtypi 2-8 °C/35-46 °F
BMKOPVICTOBYWTE TiNbKW OpUriHanbHi
nakoHu

BaranbHuit vac iHkybadlii:
[ianasoH kanibpyBaHHs:
AHaniTV4Ha YyTnMBICTb:
36epiraHHs:

10.4 TouHicTb

[ns BU3HAYEHHSA TOYHOCTI aHani3y, MiHNMBICTb (BCepeauHi i M cepigMu)
OLliHIOBanNu LWUMSIXOM aHanisy oro BiATBOPIOBAHOCTI Ha TPbOX BifibpaHux
3paskax cupoBaTku, LWO6 MpeacTaBUTU [Aiana3oH B MOPIBHsHHI - 3i
CTaHAapPTHOIO KPUBOIO.

Intra-assay Inter-assay
Sample No. = Mean (U/ml) = CV (%) Sample No. Mean (U/ml) = CV (%)
1 586.2 1.5 1 499.8 0.9
2 67.4 34 2 68.9 1.7
3 345 7.6 3 40.7 4.6

10.5 Kani6pyBaHHs

Yepes BiACYTHICTb MiXXKHapOAHOIO €TanoHHOro kanibpyBaHHS Leln aHanis
BigkanibpoBaHui npoTM KOHTponbHMX cupoBaTtok Big N.E. Xappic,
Jlyicsinn. Pe3ynbTaty BupaxeHi B og/mn ans IgA/G/M.
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