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OcHOoB0 npu_npoeedeHHi aHarnizy € opueiHan iHcmpyKuil

aHeniticbKol Moeor, ekadeHoi 8 Habip. Homep i dama

sepcil _opuziHany ma nepeknady iHCMpYKUii _noeuHHI
— cnignadamu.
NMPU3HAYEHHA

Anti-Phosphatidic Acid IgG/IgM € TecT-cuctemoto IPA ans KinbkicHoro
BU3HAYEHHS ayToaHTuTIN knacy IgG Tta IgM go ®ocdatnannosoi KucnoTtu
B cupoBaTui abo nnasmi noguHu. [pusHavaeTbca  Tinbkv Ans
BUKOPUCTaHHS B in-Vitro giarHocTuui.

APUHUUN TECTY

Bucoko ouuwieHa PocdatmgunoBa Kucrnota npuBuMTa B MIKPOMYHKaX.
AHTUTINA 0O UUX aHTUrEeHIB, SKLO NPUCYTHI B po3BeAeHin cuposarli abo
nnasmi, 3B's3yt0TbCA 3 BiANOBIAHMM aHTUreHOM. [pOMMBaHHSA MIKPOITYHOK
BMAansie HecneuudidHi KOMMOHEHTM nnasmu abo cupoBaTku. AHTU-
MNIOACBKI  aHTUTING, KOH'IOroBaHi MEepOKCMOA30l0 XPOHY, iMYHOMOriYHO
3B'A3YIOTbCA 3 MOB'A3AHVMMM aHTUTINaMy nauieHta, opMyoYn KoH'toraTt-
aHTUTINno-aHTUreH komnnekc. [MpoMuBaHHs  MIKPONyHOK  BuAansie
He3B'A3aHMIN KoH'lorat. EH3MMHMIA cybcTpaT B MPUCYTHOCTI NOB'A3aHOrO
KOH'loraTy rigponisyetbcsi A0 (POpMyBaHHA OnakuTHOro 3abapBreHHS.
[oaaBaHHS KMCNOTM 3YyNUHAE peakuito, GopmMytoun KiHLEBUIA NpOgyKT
XKOBTOrO KOMNbOPY. |[HTEHCUBHICTb LbOro XKOBTOMO KOMbOPY BUMIPIOETLCS
doTtomeTpuyHOo npu 450 HM. IHTEHCMBHICTb 3abapBneHHs npsiMO
NponopLinHa KOHUEHTPpaLii aHTUTIN, WO NPUCYTHI B opuriHani 3paska.

KNIHIYHE 3HAYEHHA (Ovs. OpwuriHan iHCTpyKuii).

BMICT HABOPY

MikponnaHweT, wWo cknagaerbcs 3 12 cMyXok no 8 nyHok
KOXHa. [0TOBUIA 4O BUKOPUCTAHHS. 1
Kanibpatop A 0 GPL-Oa/mn/0 MPL-Og/mn, wo Mictutb
cupoBatkoBy/6ydepHy matpuuto (PBS, BSA, mutounii 3acib,
NaN3 0,09%), >koBTuWit. [OTOBWI 4O BUKOPUCTaHHS.
Kaniépatop B 6.3 GPL-Og/mn/6.3 MPL-Og/mn, wo Mmictutb
aHTuTINa dochaTnannosoi KUCNOTU B
cupoBaTkoBil/6ydepHin maTtpuui (PBS, BSA, mutounii 3aciob,
NaN3 0,09%), >xoBTuiA. FOTOBMI 4O BUKOPUCTAHHS.
Kani6patop C 12.5 GPL-Oa/mn/12.5 MPL-Oa/mn, wo mictutb
aHTuTINa ®dochaTnannosoi KWUCNOTU B
cmpoBaTKoBi/OydepHii matpuui (PBS, BSA, muioumnii 3aci6,
NaN3 0,09%), »xoBTuiA. FOTOBMI [0 BUKOPUCTAHHS.
Kani6patop D 25 GPL-Og/mn/25 MPL-Og/mn, wWo MicTUTb
aHTuTINa ®dochaTnannosoi KUCNOTU B
cmpoBaTKoBiI/GydepHin matpuui (PBS, BSA, mutoumii 3aci6,
NaN3 0,09%), >xoBTuiA. FOTOBMI 4O BUKOPUCTAHHSI.
Kanibpatop E 50 GPL-Oa/mn/50 MPL-Op/mn, wo mictutb
aHTUTINa docdatnamnosoi KUCNoTn B
cmpoBaTKoBii/GydepHin matpuui (PBS, BSA, muoumnii 3aci6,
NaN3 0,09%), >xoBTuiA. FOTOBMI 4O BUKOPUCTAHHSI.
Kaniépatop F 100 GPL-Oa/mn/100 MPL-Oa/mn, wo mictuTb
aHTUTina dochaTmannosoi KUCNOTH B
cupoBaTkoBin/6ydepHii maTtpuui (PBS, BSA, mutounii 3aciob,
NaN3 0,09%), >koBTuWiA. OTOBWI A0 BUKOPUCTaHHS.

KoHTponi (No3vTMBHWIA i HEeraTMBHWUIA), LLO MICTATb aHTUTINa
dochaTnannoBoi KUCNOTU B CUPOBATKOBIN/GydepHin maTpuui
(PBS, BSA, mutoumi 3aci6, NaN3 0,09%), 0BTOro Konbopy.
[oToBi A0 BUKOpUCTaHHA. KoOHUEHTpauis BkasyeTbCs B
cepTudikaTi aHanisy.

Bydep ans 3paskis P; mictute PBS, BSA, mutounin 3acib,
KOHcepBaHT a3uay Hatpito 0,09%, oBTuUi, koHLeHTpaT (5 Xx).
DepMeHTHUIN KOH'loraT, WO MICTUTb aHTUMACBKI aHTWTINa
IgG, wMmiveHi nepokcupaso XxpoHy; Mictute PBS, BSA,
neTepreHT, koHcepBaHT [MpoknuH 0.05%, CBITNO-Y4epPBOHWMIA.
['O0TOBWI A0 BUKOPUCTAHHS.

1x1.5mn

1x1.5mn

1x1.5mn

1x1.5mn

1x1.5mn

1x1.5mn

2 chnakoHa
1.5 Mn KoXeH

1 cpnakoH 15 mn

1 conakoH 15 mn

Po3unH cybcTpaTty TMB, MiCTUTb 3,3, 5.5'-
TeTpameTunbeH3namH, 6e36apBHUIA. [oToBuin no
BUKOPUCTAHHS. 1 donakoH 15 mn

CTON-pO34MH, MICTUTb KNCMOTY. TOTOBWIA 1O BUKOPUCTAHHS.
BydepHui po3umH Ans NpoMmMBaHHS, MiCTUTb Tris, AeTepreHT,
KOHCcepBaHT a3ug HaTpito 0.09%; koHueHTpaT (50x)

1 conakoH 15 mn

1 donakoH 20 mn

IHCTPYKLIist MO 3acTOCYBaHHI0 1wr.
CepTudikaT KOHTPOMKO SKOCTI 1 wr.

HEOBXIAHI MATEPIANU

. MikponnaHweTHU pigep 3 [OBXMHOK XxBuMi 450 HM; ONuirHO:
KOHTPOMNbHWI DINbTP 3 AOBXUHOK XBUIi 620 HM

. MporpamHe 3abe3neveHHst ans pigepa

BaratokananbHuii gucneHcep abo ninetka Ana 6araTopa3oBoro

[o3yBaHHsi 06'emom 100 Mkn

BopTtekchuii mikcep

MineTkn Ha 10, 100 i 1000 mkn

Tanmep

IOuctunboBaHa abo geioHisoBaHa Boaa

MipHi umniHapu Ha 100 i 1000 mn

MnacTukoBuii KOHTEVHEpP Ans 36epiraHHa Po3yMHy AN NPOMUBaHHSA

Habopu Orgentec IPA nigxoasTe ANS BUKOPUCTaHHS Ha BiOKPUTMX

aBToOMaTM30BaHMX npouecopax. KoxeH aHania mae 6yTu OUiHEHW Ha

BiANOBIgHIN aBTOMaTM30BaHi cuctemi. [letanbHa iHbopmaLis HagaeTbcs

3a 3anuToMm.

3bIP, 3BEPIFAHHA | POBOTA 31 3PA3KAMU

. 36epiTb  3pa3ku  UiNbHOI  KPOBi, BUKOPUCTOBYHOUU
MeONYHYy TeXHOMOTII0, YHUKa4M reMorniay.

. [anTe MOXNMBICTbL KpPOBI 3rycTUTUCHA | BIJOKPEMTE CUpOBaTKY
LeHTPUGYryBaHHAM.

. CuvipoBaTka noBuHHa GyTu 4ucTolo i HeremonizoBaHow. HeobxigHo
YHUKaTU remonitTnyHoi abo ninemivyHoi cupoBaTku.

. 3paskn noBuHHI 36epiratucsa npu 2-8 °C go 5 gHie abo npu -20 °C
[0 WwecTun Micauis.

e YHMKaNTe NMOBTOPHOIO 3aMOPOXYBaHHS i PO3MOPOXYBaHHS 3pa3kKiB.
Lle Mmoxe npusBecTv [0 BTpaTV aKTUBHOCTI ayToaHTUTENamu.

e  He pekomeHOoOBaHO TECTYBaHHS iHAKTMBOBaHOI TEMMOM CMPOBATKM.

NPURHATHY

3BEPIFAHHA TA CTABINBHICTb

. 36epirati Habip npu 2 - 8 °C

e  TpumMaT¥ MiKponnaHWeTHi NyHKU B TFEPMETUYHOMY Milleyky 3
ocyLyBayeM.

. PeareHTu cTabinbHi 4O 3akiHYeHHA TepMiHy npuaaTHocTi Habopy.

e He nignaBaTtv peareHTM Ansa aHanisy BNNvBy Tenna, coHus abo
cunbHoro ceiTna B nepebiry 36epiraHHsi Ta BUKOPUCTaHHS.

. PosBegeHnin Oydep 3paska Ta npomuBHUIA Bydep cTabinbHi
npuHaimMHi 30 gHiB npu 2-8 °C. PekoMeHOyeTbCs BMKOPUCTaHHS B
TOW e A€eHb.

NPOLIEAYPHI 3AYBAXEHHA

. He BMKOPWCTOBYWTE KOMMOHEHTU HABOPY MICNSA 3aKiHYEHHS TEPMIHY
npuaaTHOCTI.

. He miHsATE KOMNOHEHTU HAboPy MiX Pi3HUMU OTamu.

. Bci maTepianu cnig npuBecTv 4o KiMHaTHOI TeMnepaTypu.

. Bci peareHTu nepen noyaTkom aHanisy mMoBWHHI GyTW roToBi Ao

pob6oTu. lMicna noyaTky aHania HeobxigHO nNpoBoauTH Ge3nepepBHO

ONS OTPUMAHHSA HafiNHWX | TOYHWUX pe3ynbTaTiB.

lMpoBoabTe BCi KPOKM aHani3y B 3a3HaY€HOMY NOPSAAKY.

3aBxau BUKOPUCTOBYINTE CBiXXY po36aBneHy cupoBartky.

MineTysaTn BCi peareHTn Ta 3pa3ku Ha AHO NYHOK.

[nsa 3anobiraHHsA 3abpyAHEHHS MiIHANTE HAKOHEYHUKN MiX 3paskamu

Ta pi3HMMU KOHTPOMNSAMKU Habopy.

e [lyxe BaxXnuBO NpoMMBaTW NyHKW PeTernbHO i BMOANATU MOBHICTIO
BCIO PiAVHY ANA OTPMMaHHSA ONTUMAIbHUX pe3ynbTaTiB.

. Bci kpoku iHKybauii MOBUHHI MPOBOAUTUCH Ha NPOTS3i BU3HAYEHOro
yacy.

. KoHTponbHa cupoBaTka NMOBWHHA aHamnidyBaTuCs SIK HeBigoma Ans
nepeBipKky peareHTiB Ta aHaniay.

. He BMKOpPUCTOBYITE NOBTOPHO NYHKM MIiKPOMNMAHLLETIB.

I'IOI'IEPEJ:I,)KEHHﬂ TA 3ACTEPEXEHHA
Bci peareHTv Habopy Npu3HaYeHi TinNbkW Ans AiarHoCTWKK in vitro.

> He 3miwwyiiTe KOMNOHEHTH HAbOopIB 3 Pi3HMX NOTIB.

»  KomnoHeHT Habopy MiCTATb MaTepianv NOACHKOrO MOXOMKEHHS,
AKi nNpoTecToBaHi metogamu, cxsanenumu FDA, Ha BigCyTHICTb
aHTuTin go renatuty B i BIJl. OgHak, XoOeH MeTod He Moxe
rapaHTyBaTy, WO NPOAYKTM NIOACHKOro NMOXOOXEHHSI He iHMiKoBaHi.
OTxe, 3 peareHTamu Ta 3pa3kaMu CMpOBaTKX Crif NOBOAUTUCH SIK 3
NOTEHLIAHO IHEKLNHO HEBEe3NeYHNMN.

»  YHukawiTe koHTakTy 3 TMB (3,3°, 5,5 - TeTpameTnn6eH3auanHomMm).
Axwo TMB noTpanuB Ha LWKipy, peTenbHO BUMMWUIATE BOAOK 3
MUJIOM.

»  CTon po3yMH MICTUTb KUCMOTY. FIKWO PO3YMH MOTPanvB Ha LUKipy,
peTenbHO NPOMUINTE BOAOI i 3BEPHITLCA A0 fikaps.

» [eski KOMMNOHeHTU Habopy (Hanp., KoHTponi, Gydep 3paskiB i
OydepHuii MUIOYMIA  PO3YMH) MICTATb a3upa HaTpito B SIKOCTI
KOHCepBaHTy. A3uj HaTpilo € BUCOKO TOKCUYHWMM i peakTUBHUM B
yucTin copmi. lMpu koHueHTpauii B npoaykti 0,09% npote He



Hebe3neyHun. Beynepey knacudikauii sk 6e3nevHuin, Mn HacTiiHO
pPEKOMEHAYEMO BUKOPUCTOBYBATM 3BMYaliHi Npasuna beaneku.

»  [eski Habopu mictate MpoknuH 300 B sIKOCTi KoHcepBaHTy. [Mpu
3HULLIEHHI peareHTiB, Wwo MicTaTb MNpoknuH 300, npoMUNTE BENUKOK
KiNbKICTIO BOAW Ansi po36aBreHHs KOMMOHEHTIB 40 HUXKYE aKTUBHOMO
piBHA.

»  BukopucToByiiTe pykaBuyku npu poboTi i3 3paskamu i peareHTamum i
peTenbHO MUITE pyKKM Micns poboTu.

»  He ninetyBatu potom.

»  He ixTe, He nuiiTe, He KypiTb | HE 3aCTOCOBYMTE KOCMETUKY Y MiCLAX
poboTu i3 3paskamu abo peareHTamu Habopy.

» He ponyckante KOHTakTy Mk OydepHMM po3yMHOM mnepekucy i
Nerko OKUCNoBanbHUMU MaTepianamu: niaBuLieHa TemnepaTypa
MOX€E BUKITUKATW CMOHTAHHWUIA cnanax.

»  [oTpumyiTecs HacTaHOB LOAO 3AIMCHEHHS KOHTPOMI SKOCTI B
nabopaTopii, BUKOPUCTOBYITE [OCHIMKEHHS KOHTponiB Ta/abo
HacM4YeHMX cupoBaToK. [OTPMMYMTECsl iCHYHYOro 3aKOHOAaBCTBa
npu poboTi 3 yciMa peareHTamu Ta 3pas3kamu.

NMPUTOTYBAHHSA PEATEHTIB

lpuzomyeaHHs1 pO34UHY OISl IPOMUBaHHS

Pos6aBTte BMicT cdhnakoHa 3 50-kpaTHMM KOHLEHTpaTOM NPOMMBaSIbHOMO
Bydepa anctunboBaHo abo 4eioHI30BaHOK BOAOK A0 KiHLEBOro 06'emy
1000 mMn nepen BUKOPUCTAHHAM.

lpuzomyeaHHsi 6ychepa Ons 3pa3kie

Po3baBTe BMIiCT ¢hriakoHa 3 5-kpaTHUM KOHLUEeHTpaToMm Gydhepa 3paskiB
ONCTUNbOBaHO abo AeioHi30BaHO BOAO A0 KiHueBoro o6'emy 100 mn
nepes BUKOPUCTaHHSIM.

lpuzomyeaHHs1 3pa3ka

PosbaBte 3pasku nauieHTiB 1:100 Oydepom pansa 3paskiB nepen
aHanisoM. [ins uboro gogante Ao 10 mkn 3paska 990 mkn Gydepa ans
3pas3ka B npobipui 3 nonictupony. PetenbHo nepewmiwante. MNpumiTtka:
Kanibpatopw/KoHTponi rotoBi [0 BWKOPUCTaHHA, iX He MNOTPIOHO
po36aBnATy.

NPOLIEAYPA AHANI3Y
MpuroTynTe [OCTaTHIO KINbKICTb CMYXOK ANsi KOHTpornis/kanibpaTopis i
npo6 navieHTiB.
1. [Oopante 100 mkn kanibpartopiB, KOHTPOMIB i po3BeAeHUX 3paskiB
NauieHTIB B KOXKHY NYHKY.
IHKy6yiTe 30 XBUNUH Npw KiMHaTHIN TemnepaTypi (20-28 °C).
Bupanite BMICT nyHoK i Tpuyi npomunte 300 Mkn
NMPOMMBHOIO PO3YMHY.
2. [Oopante 100 MKN po3ymHy hepMEHTHOrO KOH'torata B KOXHY NyHKY.
IHKyOynTE 15 XBUNUH Npuy KIMHATHIN TemnepaTypi.
Bupanite BMICT nyHOK i Tpudi npomunte 300 Mkn
NPOMWBHOIO PO3YMHY.
3. [Jopavite 100 mkn cy6cTpaTy TMB B KOXHY NYHKY.
IHKyByTe 15 XBUNUH Npwu KiMHATHIN TemnepaTypi.
4. [Oopante 100 MKN CTON PO3YMHY B KOXHY NYHKY i BUTpuMante 5
XBUNUH npu KT.
3uynTanTe ONTUYHY LWiNbHICTL npu 450 HM i pospaxyinTe
pesynbTaTu. bixpomaTtiyHe BMMiptoBaHHA npoBoabTe npu 600-
690 HM.
3abapBneHHs, sike pO3BMHYIIOCSH, 3anULIAETbCA
ctabinbHum npoTsiroMm 30 XBUNWH. 3uutate oNnTUYHY
WiNbHICTb 3a Uen Yac.

Mpuknag nineTyBaHHs:

1 2 3 4 5 6 7 8 9 10 11 12
Al A P1 A P1
B B P2 B P2
c c P3 C P3
D D P4 D P4
E| E P3 E P35
FI F |rs| F[ps
G| C+ | PT | C+ | PT
Hl c- | pa| c | Ps

IgG  1gG  IgM g
P1 ... - 3pa3ku naujieHTiB, A-F - kanibpatopwu, C+, C- - koHTponi

OUIHKA

[aHuin TecT BBaXaeTbCa OINCHUM Tinbku B pasi, sakwo O npu 450 HM
ans kanibpatopie/koHTponto | pesynbTaTiB KOHTponiB 36iraetbca 3
BiANOBIgHMM Aiana3oHoM, 3a3HadyeHum y CepTudpikati KOHTPOO SAKOCTI,
Lo AofdaeTbCcs A0 Habopy. AKWO sKuii-Hebyab i3 3a3HayeHnx KpuTepiiB
He BignoBidae, pe3ynbTaTM MawTb OyTW BW3HaHI  HegiicHuMK i
TecTyBaHHs Mae 6yTu NOBTOPEHO.

PO3PAXYHOK PE3YIIbTATIB
[na kinbKicHWX pe3ynbTaTiB BiAKMACTM OMNTUYHY LUIMBHICTE  KOXHOrO
KanibpaTopa BignoBigHO A0 KOHLeHTpauii kanibpatopa, wob nobyaysaTtu

kanibpyBanbHy KpuBy. KoHUEeHTpaLisi 3pa3kiB nauieHTiB Moxe 6yTn notim
OLiHeHa 3 KanibpyBarnbHOi KPUBOI 3a JONOMOrOH0 iHTepronsLii.

Ona paHoro Habopy pekoMeHOyeTbCsl 4-napameTpuUyHU 3 iHiHO-
norapu@miYHUMKN  KoopaMHaATaMM MeToA AN ONTUYHOI  LWiNbHOCTI i
KOHUEeHTpaLu,ii.

XAPAKTEPUCTUKU TECTY

Kani6pyBaHHs

Lle cuctema aHanisy BigkanibpoBaHa Yy BiHOCHUX YMOBHWX OAMHMWLSIX.
KanibpyBaHHsi MoB'A3aHO 3 MiDKHapOAHO BW3HAHOK  KOHTPOMbLHO
cupoBaTkolo Big EN Xappic, Ilyicsinn i IRP 97/656 (IgG) i HCAL
(IgG)/EY2C9 (IgM).

[iana3oH BUMiproBaHHSA
PospaxyHkoBun giana3oH gaHoro I®A aHanidy CTaHOBUTb:
IgG: 0-100 GPL-Oag/mn  IgM:  0-100 MPL-Oa/mn

OuikyBaHi 3Ha4eHHA

Y HopmanbHOMY Jiana3oHi LOCHifXEeHHs i3 3paskamu Big 300pOBMX
[OHOPIB KPOBi HACTYMHi Aiana3oHu Gyny BCTaHOBMEHI 3 UMM aHanizom
I®A: 'paHnyHe 3HadeHHs Cut-off
1gG: 10 GPL-Og/mn  IgM: 10 MPL-Oa/mn

IHTepnpeTauin pesynbTtaTis

HeraTtuBHuiA: IgG: <10 GPL-Opg/mn  IgM: < 10 MPL-Oa/mn
Mo3nTuBHMIA: 210 GPL-Og/mn 210 MPL-Oa/mn
JiHiNHiCcTb

3pasku nauieHTIB, WO MICTSTb BUCOKI PiBHI cneundiuyHnX aHTUTIN, cepiiHo
po3soaunu B Gydepi Ans 3paska, Wwob NpoaeMOHCTPYBaTN AWHAMIYHUIA

fgiana3oH aHanisy. AKTMBHICTb AONs  KOXHOro po3BedeHHss Oyna
po3paxoBaHa 3 kanibpyBanbHOI KpMBOI.
3pa3ok | PosBepeHHs Otpumare OuikyBaHe 0/0,
3HaYeHHs 3HaYeHHs %
GPL/MPL-Og/mn GPL/MPL-Og/mn
IgG 1 1:100 90.2 90.2 100
1:200 44.7 45.1 99
1:400 22.2 22.6 98
1:800 10.8 11.3 96
1:1600 5.3 5.6 95
IgG 2 1:100 68.2 68.2 100
1:200 33.8 341 99
1:400 16.9 171 99
1:800 8.2 8.5 96
1:1600 4.0 4.3 93
IgM 1 1:100 85.3 85.3 100
1:200 42.2 42.7 99
1:400 21.0 21.3 99
1:800 10.3 10.7 96
1:1600 5.0 5.3 94
IgM 2 1:100 69.2 69.2 100
1:200 34.2 34.6 99
1:400 17.1 17.3 99
1:800 8.6 8.7 99
1:1600 4.1 4.3 95

Mexa BUSIBNEHHSA
dDyHKUiOHanNbHa YyTnuMBICTb cknana:

IgG: 0.5 GPL-Og/mn IgM: 0.5 MPL-Og/mn
BiaTBOploBaHicTb

TouHicTb B Mexax TecTy: KoediuieHT Bapiauii (CV) po3paxoByBanu ans
KOXXHOTO 3 TPbOX 3paskiB 3 pe3ynbTaTiB 24 BU3HA4YeHb B OQHOMY aHarisi.
PesynbTaTy 4nst TOYHOCTI B MeXax aHani3y HaBefeHi B Tabnuui Huxye.
Mixcepiina TouHicTb: KoediuieHT Bapiauii (CV) pospaxoByBanu Ans
KOXXHOrO 3 TpbOX 3paskiB 3a pesynbTaTaMu 6 BuU3HA4YeHb B 5 pisHMX
aHanisax. Pe3ynbTaT Ans BUMKOHaHHS OO 3amnycKy TOYHOCTI HaBefeHi B
TAbNMLUI HUXYeE.

B cepeauHi aHanisy lgG
CepepHe 3HaueHHs | CV

Mix aHanizamu IgG
CepepHe 3HaueHHs | CV

3pasok GPL-Og/mn [%] 3pasok GPL-Og/mn [%]
1 10.9 3.3 1 11.3 4.8
2 24.8 3.2 2 26.4 45
3 55.9 3.8 3 56.2 5.1

B cepepuHi aHanisy IgM
CepepHe 3HaueHHs | CV

Mix aHanizamu IgM
CepepHe 3HaueHHs | CV

3pasok MPL-Og/mn [%] 3pasok MPL-Og/mn [%]
1 13.4 3.0 1 12.8 39
2 20.9 3.7 2 224 3.2

3 68.4 3.7 3 65.4 3.9




IHTepdepytoyi pe4oBUHMU

He cnocTtepiranocs iHTepdepeHLii Npu TecTyBaHHi 3paskiB 3 remMoniaom
(mo 1000 mr/gn), ninemieto (oo 3 r/an Tpurniuepuais) abo niaBUWEHNM
BMicToM 6inipy6iHy (no 40 mr/an). He cnoctepiranocs 6yab-skoro Bnnvey
npyv BWUKOPUCTaHHI aHTMkoarynsiHTiB. OpfHak, He peKoOMeHOYETbCs
BMKOPVCTOBYBATU 3paskn 3 CUIIbHUM remoniaom abo ninemieto.

Pe3ynbTaTtn gocnigxeHb

Study population n PoslgG % PoslgM %
Primary APS 8 5 62.5 4 50.0
Secondary APS 65 50 769 20 308
Normal human sera 150 4 27 2 1.3
Clinical Diagnosis Clinical Diagnosis
Pos Neg Pos Neg
ORG 537 Pos ORG 537 Pos
19G Neg | 18 | IgM  Neg
. T3 150 223 .
Sensitivity. 75.3 % Sensitivity.  32.9 %
Specificity: 97.3 % Specificity 987 %
Overall agreement: 90.1 % Overall agreement: 77.1 %

OBMEXEHHSA NMPOLUEOQYPU

Ller aHania npusHayeHu B AKOCTi AiarHOCTU4YHOI Aonomoru. [eBHuUi
KNiHIYHWA AiarHo3 He MNOBWHEH FPYHTYBATUCHA Ha pesynbTaTtax OOHOro
TeCcTy, BiH NOBMHEH ByTn 3pobrneHnn nikapem nicns OuiHKX BCiX KNiHIYHMX
Ta nabopaTopHUX OOCHIOKEHb.

Takox KoXHe pilleHHs1 AN Tepanii crig npuimaTty iHguBiayanbsHo.

Buwe 3asHaveHi natonorivHi i HOpMmarnbHi Adiana3oHn Ans aHTUTIN B
3paskax nauieHTa crnig po3rnsgatv Tinbku sik pekomeHzauii. KoxHa
nabopaTopisi NOBMHHa BCTAHOBWUTWU CBOI BfACHi HOPMW, BiAMOBIAHO A0
1ISO 15189 abo iHwi gjtovi npaBuna nabopaTopii.

CXEMA IHKYBAUII

1 MinetyBatn 100 mkn kanibpaTtopa, koHTponto abo B3ipuda nNauieHTa
IHKyByBaT 30 XBUIIUH Npu KiMHaTHI TemnepaTypi
> BuganuTu BMICT nyHok i Tpuyi npomuty 3 300
MK MPOMMBHOIO PO34MHY

2 [opatv 100 mkn hepMEHTHOro KoH'torata
IHkyByBaTV 15 XBUNMH Npu KiIMHaTHIN Temneparypi
T Buganuti BMICT NyHOK i Tpudi npomMuTyh 3 300 MKn
NMPOMMBHOIO PO3YNHY

3 MinetyBatn 100 mkn po3unHy CybcTpaTy
IHkyByBaTV 15 XBUNUH Npu KiIMHaTHIN TemnepaTypi

4 [opatn 100 mkn CTon po3yunHy
Butpumatu 5 xBunuH
3uutaTtn pesynbTat npu 450 HM
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