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OcHOoB0 npu_npoeedeHHi aHarnizy € opueiHan iHcmpyKuil

aHeniticbKol Mo8or, ekradeHoi 8 Habip. Homep i dama
Y 8epcii _opueiHany ma nepeknady [HCMPYKUii MOBUHHI
— cnignadamu.

AHanis SSB (La) ELISA
MeTopn IMyHOhbepMeHTHUI aHani3 TBepAoi a3un
MpuHUMn IPA - Henpsimui; MNMnaHweT, NOKPUTUIA
aHTUreHom
Liana3oH HaniBKinbKiCHMI - NO3UTUBHUIA, HEFraTUBHUM i
BUSIBNEHHS Cut-off
3pasok 10 MKN cupoBaTKu
3aranbHui Yac ~ 60 XxBUNUH
TepMiH 12 micsauiB Big AaTn BUpoOHMUTBaA
npuaaTtHocTi
CneuudidHicTb 100 %
YyTnueictb 96.6 %
NPU3HAYEHHSA

Habip DAI I®A SSB (La) € cuctemoto Ans HaniBKinNbKiCHOrO aHanisy Ha
BUSBNEHHa aHTuTin IgG po SSB B cupoBaTui nogvHn. Konu aHanis
30INCHIOETBCS BIANOBIAHO A0 UMX iHCTPYKLUiA, MOro pesynbTatv MOXYTb
AONOMOrTM B AjarHocTUli Ta niKyBaHHi aBTOIMYHHUX 3axBOPIOBaHb
Cnomny4Hoi TkaHuHW. Llen Habip npusHayeHWn Ans AiarHOCTUYHOTO
BUKOpUCTaHHA in-Vitro.

PE3IOME | ONWUC ([us. opuziHan iHcmpyKuyii).

NPUHUUN TECTY

TectoBa cuctema SSB (La) DAl pospobneHa ans BusHayeHHs IgG
aHTuTin go SSB B cupoBaTtui MOAWHW. JIyHKM NAACTMKOBUX CMYXKOK
MIKpPOMMaHLIETY CUHTE3YITbCA MACUBHUM MOTMUHAHHAM 3 @aHTUreHamu.
Mpoueaypa aHanidy Bkntoyae 3 iHKybauiiHnx eTanu:

1. CwupoBaTku, IO aHani3ylTbCA (HanexXHWM YMHOM pO3BeAEHi),
iHKyOYylOTbCS B MIKPOMyHKax, MOKPUTUX aHTureHom. byab-sike
cneundivyHe ANsi aHTUreHy aHTUTINO B 3pasky 3B'A3YETbCA 3
3adpikcoBaHUM aHTUreHoMm. [ns BMOAnNeHHs He3B'I3aHOro aHTUTINa
Ta iHLWMX KOMMOHEHTIB CUPOBATKM MIaHLLET NMPOMUBAETHCS.

2. B nyHkv poaaetbcs KOH''OrOBaHWMA MEpPOKCMAA30l0 KO3SIYMN aHTu-
noaceknin 1gG (cneumndivyHnin y-NaHLKXKOK) i MraHLeT iHKyOyeTbCs.
KoH'torat B3aemogie 3 aHTuTInamu, 3adikcoBaHnmu y TBepain dasi
etany 1. [na BuganeHHs He 3pearyBaBLIOrO  KOH'loraty
NPOMMUBAKOTLCH MYHKN.

3. MikponyHku, WO MICTATb 3adikCoBaHUN KOH'toraT mnepokcuaasm,
iHKyOGyloTbCAl 3 po3umHOM cybGecTpaty nepokcupasu. [igponis
cybcTpaty nepokcuaaso Mpu3BoAMTb A0 3MiHM Kombopy. [licns
NeBHOro nepiogy Yacy peakuis 3ynuHSAETbCS | (DOTOMETPUYHO
BUMIPIOETLCS  IHTEHCMBHICTb  KOMbOPY  PO34YMHY. [HTEHCMBHICTb
KOMbOPY PO3YUHY 3aneXuTb Bi KOHLEHTpaUil aHTuTina B BUXigHOMy
3pasky.

3ABIP | NIAFOTOBKA 3PA3KIB

1. PekomeHayeTbca npoBoauTu 3abip 3paskiB  BignoBsigHO [0
nokymeHTy NCCLS M29: 3axwuct cniBpobiTHukiB nabopaTopint Bia
iHpeKLiNHNX XBOpOO.

2. JKopeH 3 BigOMMX MeTOAIB He Moxe 3abesneynTv MOoBHY
BMEBHEHICTb B TOMy, L0 3pasku MOACLKOI KPOBi He 3aaTHI
nepenasaTtu iHgekuito. ToMy, BCi NoxigHi KpOBi NOBUHHI BBaXaTucs
NOTEHUINHO iHEKUINHUMN.

3. Y ubomy aHanisi NOBMHHI BUKOPUCTOBYBATUCS TiNlbKU CBIXO 3ibpaHi i
HaneXHUM YMHOM  30epexeHi CupoBaTKM  KpOBi, OTpUMaHI
CXBaneHuMu acenTUYHUMKM npoueaypamu  BeHenyHkuii.  Hiski
aHTUKoarynsiHtu abo KOHCepBaHTM He TMOBWHHI  JojaBaTucs.
YHuKalTe  BUKOPUCTAHHA  remori3oBaHuWX, mninemiyHmx  abo
HakTepionoriyHo 3abpyaHeHNX CMPOBATOK.

4. 36epiranTe 3pa3ok Npu KiMHaTHi TeMnepaTypi He Ginblue 8 roauH.
Ao aHani3 He BUKOHYETbCS B MeXax 8 roguH, cMpoBaTku MOXYTb
36epiratucs npu 2-8 °C He Ginblie Hix 48 roauH. SAKWO OYiKyeTbCst
3aTpvMKa B aHanisi, 3bepiraiiTe cuposatku Ans aHanisy npu -20 °C

abo Hmxk4Ye. YHukavTe uUMKniB HGaraTopa3oBOro 3amMoOpOXXyBaHHS/
PO3MOPOXYBaAHHS, SIKi MOXYTb BUKIMKATW BTPATY aKTUBHOCTI @aHTUTIN
i faBaTN NOMWIKOBI pe3ynbTaTu.

MATEPIAINN | NIPUCTPOI

MaTtepianu, wo noctaBnATLCA B Habopi

KoxeH Habip B [AOCTaTHIX KiMbKOCTAX MICTUTb HACTYMHI KOMMOHEHTH,
HeoOXiaHI ANnsi NPOBEAEHHS KiNbKOCTi aHanisiB, 3a3Ha4YeHuUX Ha eTUKeTLi
ynakoBkn. 3AYBAXEHHA: Bci akTuBHi peareHTM MicTATbL as3ug
HaTpilo B AKOCTi KOHCepBaHTY B KoHUeHTpauii 0.1% (maca/o6cesr):
KoHTponi, Kani6paTopu i Po3unHHuk ans B3ipuiB.

PeakTuBHi PeareHTu

1. MnaHweT: 96 NyHOK, L0 CKNagaeTbcs 3 ABaHAAUSATU 1X8- NYHKOBMX
CMYXOK, MOKPUTUX HEAKTMBOBaHNM aHTUreHoM. CMYXKM ynakoBaHi B
LUTaTMBI i repMeTUYHO 3aKpUTi B NaKeTi 3 OCyLLyBayeM.

2.  KoH'lorart: KOH'lOroBaHuWii NEpPOKCUAA30K LAnVHUA aHTU-NIOACHKUN
IgG (cneundivHmi Fc-naHutoxok). FoToBuii Ao BUKopucTaHHs. OfuH
15 mn cpnakoH 3 GinvM KoBMavkom.

3. MNo3uTuBHMI KOHTpONb (NioAcbka cuposartka): oavH 0.35 mn
hrnakoH 3 YePBOHMM KOBMa4KoOM.

4. Kani6patop (nioacbka cupoBartka): oauH cnakoH, 0.5 Mn, cuHin
KOBMA4oK.

5. HeratMBHMA KOHTpoOnb (noacbka cupoBaTtka): oguH 0.35 mn
(PrakoH 3 3eNIEHNM KOBMAYKOM.

6. PospigxyBau 3pa3ka: ogHa 30 mn nnswka (3eneHa Kpuika), wo

micTuTe anbbymiH 6uuyayoi cupoBaTku, TBIH-20 i dpocdar-
6ydepn3oBaHmin  consiHuii  po3umH (pH 7.2+0.2). [oTtoBui Ao
BMKOpUCTaHHA.  [pumiTka: nepea  BUKOPUCTaHHAM  Jobpe
nepemiwaTi.

7. TMB: ogHa 15 mn ByplwTnHOBa nnsiwka (BypLITUHOBA KpULLKa), WO
mictute 3,3, 5,5-TtetpametnnbensvauH (TMB). TlotoBun Ao
BMKOPUCTaHHS.

8. Cton po3umH: ogHa 15 mMn nnsiwka (4epBoHa Kpuwka), Mictute 1M
H,S0O4, 0.7M HCI. MoTOBMI 4O BUKOPUCTAHHS.

9. KoHueHTpaT npomuBHoro Gydepa (10x): posbaBTe 1 4yacTuHy
KOHUEHTpaTy 3 9 vacTuHamu [JeioHizoBaHoi abo AMCTUNbOBaHOI
Boau. OgHa 100 mn nnswka (Npo3opa Kpuiika), wo Mmictutb 10x
KOHLeHTpaT docdaT-6ychepn3oBaHOro CONSHOrO PO34MHY i PO34MH
TBiH-20 (CUHIN po3umH). MpumiTka: 1x po3umH mae pH 7.2 + 0.2.

3ayBaxeHHA: HabGip Takox MicTuUTb

1. Tepenik KOMMNOHEHTIB, WO MICTUTb iH)OPMAaL,l0 NPO NEBHY MapTito,
SIKMIN 3HAXOAUTLCS BCEpPeAVHI ynakoBku Habopy.

2. Bknaguw iHCTPYKLUiN i3 3aCTOCYBaHHS.

HeobxigHi, ane He HapgaHi maTepianu

1. MikponnaHweTHun 3untyBady ans |GA 3

BUMiptoBaHHA 450 HM.

MineTku, 3gaTHi Ao To4yHOro posnoginy 10-200 mkn.

BaratokaHanbHi nineTkv anst To4Horo posnoginy (50-200 mkn).

EMHOCTI 4N peareHTiB ons 6araTokaHanbHMX NiNeToK.

[MpoMuBHa NnsiLLka Yy cucTemMa NPOMUBAHHS MiKPOIYHOK.

OnctunboBaHa abo aeioHisoBaHa Boa.

MipHui umningp Ha 1 n.

CeponoriyHi nineTku.

. OgHOopa3oBi HAKOHEYHUKWN ANsi NINETOK.

10. TManepoBi pyLLUHUKN.

11. JlabopaTopHuii TanMep AN MOHITOPUHIY eTaniB iHKybauii.

12. BaHHouyka pansa ytunisauii BigxodiB i Ae3uHiKylo4oro 3acoby
(npuknaga: 10% nobyTosuii Bigbintosay, 0,5 % rinoxnoput HaTpito).

OOBXWHOK  XBWRi

CeNoaR~ON

NMPOLIEAYPA AHANI3Y

1. BuiMiTb OKpemi KOMMOHeHTM Habopy 3 Micus 36epiraHHs i
[03BOMbTe iM HarpiTMcsa Ao KiMHaTHOi Temnepatypu (20-25 °C).

2.  Bwu3HauTe HeoOXxigHy KinbKiCTb MIKPOMYHOK. Y KOXHY npouenypy
aHanisy BkMuUTK WicTb (6) BU3HaveHb KoHTponto/Kanibpatopa (1
Bnank, 1 HeratuBHuii KoHtponb, 3 Kanibpatopa i 1 lMo3utuBHui
KoHTponb). PeareHT BnaHk nOBMHEH TecTyBaTUCA B KOXHOMY
aHanisi. MNepeBipuT nporpaMHe 3abe3neyveHHss Ta 34nTyBanbHUN
NPUCTPIN Ha NPaBWUMbHICTb HaNaLITYBaHHS KOHTPOMo/KanibpaTopis.
HenoTpibHi Ana aHanisy cMyXku NOMICTUTVW Ha3aj B repMeTUYHUN
MiLLIeYOK i MOBEPHYTU Ha 36epiraHHs npu 2-8 °C.

NPUKNAL HANALLTYBAHHA NNAHLLETA
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3. Nigrotynte 1:21 posbaBneHHs (Hanpuknag, 10 Mk cupoBaTku +
200 wmkn pospigpkyBaya pAans 3paskis. [MPUMITKA: petensHo
nepemMiwaTtu nepen BuKOpWUCTaHHAM) HeratmsHoro KoHTponto,
KanibpaTtopa, [MoantuBHoro KoOHTpOM i KOXHOI cCUpOBaTKu
nauieHta. Po3pimpkyBay ons 3paskiB 3MiHWTb KOMip, WO NiATBEPAXYE
nepeMillyBaHHs 3pa3ka 3 po3pigKyBayeM.

4. B okpemi nyHkum pgogatm no 100 MKN KOXHOMO pO3BEeAeHOro
KoHTponio, kanibpatopa i 3paska. [lepekoHaTucs, WO 3pasku
peTenbHO nepemillaHi. BukopuctoByBatM HOBi HaKOHEYHWKM A1IA
KOXHOrO 3paska.

5.  [Hopatn 100 MK po3yMHHUMKa 3paskiB y NyHKy A1 B SKOCTi peareHTty

BnaHk. lMepeBiputn nporpamHe 3abe3neyeHHs Ta 34UTyBanbHUIA

NPUCTPIN Ha MNpaBWUMbHICTb HanalwTyBaHHS NyHKW ONs peareHTy

BnaHk.

IHkyOyinTe nnaHweT npu KT (20-25 °C) npotsarom 25 + 5 xBuUnuH.

[MpoMUTN MIKPONYHKOBI CMYXKK 5 pasiB.

No

A Py4Ha lMpoyedypa npomMusku:
EHeprifiHo BUTPYCIiTb piguHy 3 NyHOK.

b. 3anoBHITb KOXHY NyHKY NpoMuBanbHUM BydepoM. YneBHiTbCS
Yy BiJCYTHOCTi B NyHKax MoBiTPsHNX 6ynbbalLuok.

c. MoBTtopiTb eTanu a. i b., W06 y 3aranbHin KinbkocTi npoBecTn 5
NPOMVBaHb.

d. BuTpyciTb NPOMMBHWMIA PO34MH 3 YyCiX NYHOK. [lepeBepHiTb
NnaHWeT Ha NanepoBWI PYLUHWK i XOPCTKO MOCTykawTe, Wwob
BMAANUTM 3 JNyHOK OyOb-KMA  3anuLIOK PO34YMHY AnS
npomuBaHHsA.  OrnsHbTE  MnaHWeT, NepekoHaBLUCh Y
BiACYTHOCTi 3anuLKy poO34uMHy AN npomMuBaHHA. B KiHui
KOXHOro poboyoro AHsA 36upanTe NPOMMBHUA PO3YMH B
EMHICTb AnA Biaxogis, i 06pobnsnTe rinoxnoputom Hatpito 0.5
% (10% nobyToBum BigbinoBayem).

B. Aemomamu3oegaHa llpoyedypa npomMueKu:

lMpn BUWKOpPUCTaHHI aBTOMAaTU30BaHOI MPOMWBHOI  YCTaHOBKW,
Bigperyntonte o6'em posnoginy Ha 300-350 mkn/nyHky. Hanawryiite
LMK NPOMMBKM Ha 5 npomuBok 6e3 3aTpMMKM MiXX NPOMMBKaMMU.
BuiiMiTb MiKpOTUTPYBanbHWIA NNaHWeT 3 nNpomMuBava, NepeBepHiTb
nnaHwWeT Ha nanepoBWMiA PYLUHUK | XXOPCTKO nocTykauTe, LWo6
BVAANUTM 3 NTYHOK OyAb-SKNIA 3anULLOK PO34YMHY AN NPOMUBaHHS.

8. [Hopavite no 100 mMkn KOH'lOraTy B KOXHY JTYHKY , BKIOYaKUM FyHKY
peareHTy bnaHk, B TOMy X Temni i nopaaky sk godaBanucs 3pasku.

9. Iuky6ynTe nnaHweTt npu KT (20-25 °C) npoTtsirom 25 + 5 XBUNKWH.

10. lpomuiTe MIKPONyHKKW, CRigylyM nonepegHin npoueaypi, Sk
onucaHo B Kpoui 7.

11. Oopavite 100 mkn po3umHy cybetpaty TMB B KOXHY NnyHKY,
BKITIOYAKOUM NYHKY peareHTy braHk, B TOMy X Temni i nopsgky, siK
f[ofaBannes 3pasku.

12. IHkybOyhTe nnaHweT npwu
npotsarom 10-15 XBUAKWH.

13. 3ynuHiTe peakuito gogaBaHHAM 50 MK CTOM PO3YMHY B KOXHY
NYHKY, BKIOYalOYM NyHKY peareHTy bnaHk, B TOMy X Temni i
nopsagky , sik gogasascst TMB. [o3uTKBHI 3pasku 3 CUHBOMO KOMNbOPY
CTaHyTb XOBTUMM. [licna JoAaBaHHS CTON PO34YMHY MOCTyKawWTe Mo
nnaHWweTy Kinbka pasiB, NepeKkoHaBLUMCb, WO 3pasku MOBHICTIO
3MiLLaHi.

14. HanawTynte 34nTyBanbHUI NPUCTPIN ANS 3UUTYBAHHSA NPU JOBXUHI
xBuni 450 HM i BUMipsinTe onTuYHy WinbHicTb (OLLL) KOXHOT nyHKK.
lMnaHweTt HeobxigHO paxyBatm B Mexax 30 XBUMMMH nicnsa
[O[aBaHHS CTOM PO3YNHY.

KimHaTHIn Temnepatypi (20-25 °C)

PE3YINIbTATU

KanibpaTop B uUiii cuctemi BUNnpobyBaHb BUKOPUCTOBYE Sk MNonpaBoYvHMi
KoediuieHT ansa reHepauii 3HaveHb IHaekcy Tak i 3HaveHHs1 KanibpaTopa
ans reHepauii 3HavyeHb OAMHMLBL BMMIpIOBaHHS. Ha OCHOBI TeCTyBaHHS
HOpManbHUX 3pas3kiB | 3paskiB XBOPMX NaUieHTIB, MakCcMMarnbHe
HopmanbHe 3HadeHHs OpguHWUb BUMIpOBaHHA Oyno  BU3HayeHe
BUpPOBHMKOM i kopentoe 3 KanibpaTtopom.

1. O6u4ncneHHn:

A. lNonpaeoyHuli koegiyieHm

paHnyHe 3HayveHHs OLL ang no3wTmBHMX 3paskiB OGyno Bu3Ha4eHO
BUPOGHMKOM i KopenboBaHo 3 KaniGpaTtopom. MonpaBoyHMin koedilieHT
(CF) po3BonuTb BaM BM3HAYMTW NOPOrOBE 3HAYEHHS ANs MO3UTUBHUX
3paskiB i NPOBECTVM KOPEKLil0 HEBENVKOro LWOAEHHOrO BiAXUMNEHHSA B
pesynbTatax aHanisy. [lonpaBoyHWiA KoedilieHT BW3Ha4YaeTbCA ANA
KOXHOI napTii HabopiB KOMMOHEHTIB | [OPYKYeETbCA B nepeniky
KOMMOHEHTIB, SIKUi po3TalloBaHui B kopobui Habopy.

B. Cut-off 3HayeHHs1 OLL

LLlo6 otpumatu rpaHuyHe 3HadveHHst OLL, nomHoxTe CF Ha cepeaHio OLL
Kanibpatopa, BusHaueHy Buwe. (CF x cepedHe 3HauvyeHHs1 Ol
Kanibpamopa = epaHu4He 3Ha4eHHs1 OLL)

C. 3HayeHHs1 iHOekcy abo cniegiOHoweHHs1 OLY

OBuncnMTN 3HadeHHs1 iHaekcy abo cnieigHoweHHs OLL ans koxHoro
3paska LUNAXOM AineHHs noro 3HadeHHst OLL, Ha rpaHuyHe 3HaveHHs OLLL
3 KpOKy 2.

CepeaHe 3Ha4eHHs KanibpaTopa = 0.793
MonpaBoynuii KoediuieHT (CF) = 0.25
paHunyHe 3HayeHHs OLL| = 0.793x0.25=0.198

OLLl HeBigOMOro 3paska = 0.432

3HayeHHs IHpekcy 3pa3ka abo = 0.432/0.198=2.18
CnieBigHoweHHsa OLL

D. NMepemeopeHHs1 onmu4Hoi winbHocmi e AAU/mn: MNepeTBoOpeHHs
Ol B 3HaveHHs OgauHuup BumiptoBaHHA (AAU/MN) moxe Oytn
npeAcTaBfieHe HACTYNMHUM PIBHAHHAM:

BunpobysaHnuii 3pa3ok AAU/Mn = (A x B) / C, ge: AAU/mMn = HeBigome
3HavyeHHS OauHULb BMMIPIOBaHHA, sike Mae OyTu BusHayeHe; A = OLY
3paska Ans BunpobyBaHb B nuTaHHi; B = B3HaveHHa OauHuub
BMMiptoBaHHA Mo3uTmBHoro Kanibpatopa (AAU/mn) i C = cepeagHs OL,
KanibpaTopa.

Mpuknan:

AAU/mn B3ipus, Wo aHanisyeTbca

OLll B3ipus, wo aHanisyetbea = 0.946 =(0.946 x 155)/0.435
OLl Kani6paropa = 0.435 Bzipeup, Wwo aHanisyetben = 337
AAU/mMn

3HaveHHsi OanHMLb BuMiptoBaHHA
Kani6partopa =155

2. lHTepnpeTadii:
3HayeHHs |Hpekcy abo CnieeigHoweHHs OLL iHTepnpeTyoTbes sk
3a3HaYeHO HUXKYeE:!

3HaueHHsa OavHULb
BuMmiptoBaHHA

3HaueHHs IHpekcy abo
CnieBigHoweHHs OLL

HeraTuBHi 3pa3ku <150 AAU/mn <0.90
CyMHiBHi 3pa3ku 150 — 180 AAU/mn 0.91-1.09
Mo3UTMBHI 3pa3ku > 180 AAU/mn 2110

lMpoBecT noBTOpHe TecTyBaHHA 3paskiB 3 koediuieHtom OL| B
cymHiBHOMY giana3soHi (0,91 - 1,09) B gy6nsx. Mosigomnsnte npo 6yab-
AKi ABa 3 TPbOX pe3ynbTarTiB, SKi NonagatTb B BCTAHOBIEHUIA Aiana3oH.
OUiHiTb  HeoOHOPa3oBO  [OBO3HAYHI  3pa3kM 3 BUKOPUCTaHHAM
anbTepHaTMBHOIO CEpOorioriYyHOro MeTtoay Ta/abo MOBTOPHO aHanidynrte
iHLUMIA 3pas3oK , OTPUMaHuIn Yyepes 1-3 TYKHI Mo ToMmy.

POBOYI XAPAKTEPUCTUKU

A. MopiBHANbHE BUBYEHHS

TexHikn npoBOAMNN NopiBHANbHE AocnigpKeHHs 3 MeTol
NpoAEeMOHCTPYBaTW ekBiBaneHTHICTb TectoBoi cuctemu DAI ELISA SSB
(La) 3 iHWWMKM KOMEpUIAHO [OOCTYNHMMM TecT-cuctemamm IOA,
BUKopucToBytoun 337 3paskiB cupoBaTku; 152 HopmanbHUX 3pasku
OOHOpPIB 3 MIiBHIYHO-CXiAHMX | MiBOEHHO-cxigHuX pawnoHis CLUA, i 185
3pa3kiB XxBOpobnMBOro craHy. Pesynbtatu gocnigxeHb 6ynu y3aranbHeHi
B Tabnuusax 1 i 2 Hkye:

Tabnuus 1: BigHocHa YyTnuBicTb, 3pa3ku XBOPUX NaUi€HTIB

DAI IDA Komepuiiidi | Cynepeunusi | PeaktuBHinicns | Yytnusictb
PeakTuBHi IDA 3pasku BUPIlLEHHSA 3
PeaktuBHi HeBU3HAYeHICTIO
28 34 6 29 28/29=96.6%

Tabnuusa 2: BigHocHa cneundivHicTb, 3pa3ku 340POBUX NaLiE€HTIB

DAl |®A Komepuiiti Cynepey- HeakTusHi nicns Cneuudiy-
HeakTuBHi IDA nmBi BUPIlLEHHSA 3 HiCTb
PeakTuBHi 3pasku HEBM3HAYeHiCTHO
147 147 0 147 147/147=100%

B. BigTBOplOBaHicTb

[nsi OuiHKM BiATBOPKOBAHOCTI TECTOBOI CUCTEMW BCEPEAMVHI aHanisy Ta
MiXX aHanisamMu TexHikM NpoBenu BUNPOGYBaHHSA CUIbHO MO3UTUBHOIO,
HM3bKO MO3UTUBHOIO i HEFAaTUBHOIO 3paska OAMHaAUsSTL PasiB Ha KOXKEH 3
TpbOX AHiB. CepefHE 3HAYEHHS, CTaHAapTHE BigxuneHHs i Bigcotok CV
po3paxoByBanu ANs KOXHOro 3paska. PesynbTaTu LbOro [OCHimXEHHS
nokasaHi Huxye:




Ta6bnuus 3: BinTBoptoBaHicTb TectoBoi Cuctemu DAI ELISA SSB
(La)
Intra-Assay Reproducibility Inter-Assay
Reproducibility; All
Day 1 Day 2 Day 3 Days Combined

Specimen Mean Std %% Mean Std % Mea Std % Mean Std % CV
Dvn CV Dvn CV. n Dvn CV Dwn
High 1022 (12012 | 881 65 |7 |987 |67 | ¥ | 963 108 11
Positive
Low Positive| 178 | 29 | 16 | 167 | 20 |12| 210 | 25 | 12 185 32 i7

Negative 2 2 N1 1 NN 1 1 |N/A 1 1 MNFA

C. NMepexpecHa peakTUBHICTb

3pasku, ski € HeratuBHum o ANA HEp-2 IFA i nosutnBHumu go 1gG
aHTWTIN OO pi3Hi aHTureHiB, Takmx sk EBV-VCA, EBNA, HSV-1, HSV-2,
LIMB, «kpacHyxa, Ta/abo Toxo, OynuM npoTecToBaHi Ha MNOTEHL,HY
nepexpecHy peakTuBHicTb 3a fgonomorow DAI ELISA SSB (La). Bci
BUNpoOyBaHi 3pa3kn Oynu HeratuBHuMK Ha ELISA, wo Bkasye Ha Te, o
nepexpecHa peakTUBHICTb ManonMOBIpHa, i, OTXXe, He MOBMHHA BMNMBaTH
Ha oTpMMaHi pesynbTaTu.

KOHTPOIJ1b AKOCTI
1. TMig uvac koxHOi npouegypu aHanisy HeobxigHO BKMHOYATU
Kanibpatop Tpuui. BraHk peareHT, HeraTMBHWIM KOHTPOMb, i

NMO3UTUBHUIA KOHTPOMNb TaKOX MOBWHHI ByTU BKIOYEHi B KOXHOMY
aHanisi.

2. O6uncnutn cepefdHe 3HaveHHst 3 NyHOK KanibpaTopiB. Akwo Oyab-
sKe 3 TPbOX 3Ha4yeHb BiOpi3HAETbCA Oinble HiX Ha 15% Big
cepeHbOoro, BiOKMHYTU Le 3Ha4yeHHs1 i obumMcnutu cepedHe OBOX
peLUTN 3HAYEHb.

3. CepeaHe 3HayeHHss Ol ans kanibpatopa i 3HayeHHs OL gns

[Mo3nTMBHUX | HeraTMBHMX KOHTPOMIB MOBWHHI Yyknagatucs B
HaACTYMHi Aiana3oHu:
fianason OLL
HeraTusHuit KoHTponb <0.250
Kanibpatop >0.300
MMo3nTnBHMI KoHTponb =0.500

a. Ol HeratuBHOro koHTpono, po3gineHa Ha cepegHio OLLL
KanibpaTtopa mae 6yt < 0,9.

b.  OLL MNMo3nTnBHOro KOHTPOsO, po3aineHa Ha cepeaHto OLL
KanibpaTtopa nosuHHa 6ytn = 1,25.

C. Sfkwo  BuWeBKazaHi  YMOBU  He  BUKOHYHOTbCS,
BUNPOGYBaHHS NOBUHHE BBAXaTUCS HeAiNCHUM | Mae ByTu
MOBTOPEHO.

4. Tlo3nTMBHWIA i HeraTuBHWUIA KOHTPOSMi MpU3HaYeHi Ana BiACTEXEHHS
iCTOTHOrO BiAXUNEHHA B poOOTi peareHTy i He rapaHTye TOYHICTb
NOPOroBOro 3Ha4YeHHs AianasoHy.

5. [HopatkoBi KoHTponi MoxyTb OyTM TecToBaHi BigMoOBiAHO [0
pekomeHgauin abo BMMOr  MicLeBUX, [AepxXaBHuUX Tal/abo
denepanbHNX npaeun abo akpeaMToBaHUX opraHisauin.

6. 3BepHiTbca Ao gokymeHta NCCLS C24: Cratuctuynui KoHTponb
AKOCTi ANA KiNbKiCHOrO BUMIpY.

OBMEXEHHSA NPOLIEAYPU

1. He ctaBuTu KiHUEBMI AiarHo3 Tinbkv Ha MiacTaei pe3ynbTaTiB Oyab-
sikoro 3 TecTiB DAl ELISA SSB (La).

2. IHTepnpeTyBaTM pesynbTaT TecTy B MOEAHAHHI 3  KIiHIYHOO
OL|iHKOIO i pe3ynbTaTamu iHLIMX AiarHOCTUYHMX npoLeayp.

OYIKYBAHI 3HAYEHHSA

OuikyBaHe 3HAYeHHs Ansi HOPMamnbHOrO MauieHTa — Le HeraTMBHUWN
pesynbTaT. KinbkicTb NO3UTUBHUX pe3ynbTaTiB i CTyMiHb PeaKTUBHOCTI
3anexaTb Bif TakuMX MapameTpiB, sk TUM HacCeneHHsl, sike NPOXoauTb
BUNpobyBaHHsA, nikyBaHHa i T.4. KoxHa nabopaTtopis MoBUHHA
BCT@HOBUTM CBOi OYiKyBaHi 3Ha4YeHHsi, 3acHOBaHi Ha 3paskax, sKi
3a3BMYail NPOXOAATb BUNPOBYBaHHS.

3ACTEPEXHI 3AX00U

1. [Ans giarHoCTUYHOro BUKOPUCTaHHSA in vitro.

2. Tpwn poboti 3 nabopaTtopHMMK peareHTamu cnig AOTPUMyBaTUCS
3BMYAMHNX 3axofiB. Y pasi KOHTaKTy 3 o4Mma, NPOMUITE HeramHo
BENUKOI KiNbKICTIO BOAM Ta 3BEPHITbCH 3@ MEAUYHOK AOMOMOrOH.
HociTb BigNoBiAHMI 3axMCHUI OAsir, pyKaBWYKKM, i 3axMCHWA 3acid
ans oven/obnuuyus. He BauxanTe nap. 3Huwyinte  Bigxoawm,
OOTPUMYIOYMCh  BCiX MiCLEBUX, [OepXaBHUX Ta deaepanbHux
3aKOHIB.

3. JlyHkn mikponnaHweTiB I®A He MICTATb XUTTE3AATHUX OPraHi3miB.
OpHak, CMYXKW MOBWHHI po3rnsigatucst sk MoTeHUinHi BionoriyHo
Hebe3neyHi MATEPIAIW i BignoBigHnm YnHom obpobnstucs.

4. KowTponi nioackkoi cuposaTku - MOTEHLUIMHO BIONOMNYHO
HEBE3MNEYHUM MATEPIAN. BuxigHi MmaTepianu, Big sKux L
npoaykT Oynu  OTpMMaHi, LWNSAXOM MNEepeBIpKM  CXBarieHUMM

MeTo4amMu BUSBUIUCS HeraTMBHMMM OO0 aHTureHy BIJ1 -1, HBsAg i
Ao aHTuTin npotu Bipycy renatuty C i BIJl. OpgHak, Tak aK Hiskui
MeToA TeCTyBaHHSi HE MOXe MOBHICTIO rapaHTyBaTW BiACYTHICTb
30yaHUKIB iHGEKUi, 3 UMK NpodykTamu HeobXigHO MOBOAUTUCH 3
JOTpUMaHHAM 2 piBHA  Giobesnekn, K  peKOMeHOOoBaHO
KepiBHULUTBOM LleHTpy koHTponio 3a xBopobamwu/HauioHanbHUMM
iHCTUTyTamMn oxopoHu 300poB's «biobesneka B MikpobionoriyHux Ta
biomeanyHux nabopaTtopiax» Npu  BUMKOPUCTaHHI  ByAb-AKoro
NOTEHLiIMHO IH(EKLINHOro 3pa3ska NMACbKOT CMpoBaTku abo KPOBi.

5. Yitke QoTpMMaHHs 4Yacy i Temnepatypu iHKyGauii HeobxigHo Ans
TOYHMX pe3ynbTaTiB. Bcim peareHTam noTpibHO [03BONUTM JOCAITU
KimHaTHOi Temnepatypu (20-25 °C) nepep novaTkoM aHanisy.
BepHiTb HEeBUKOPUCTaHI peareHTU B XONOAWMbHUK HEramHo nicns
BMKOPVCTaHHS.

6. HenpaBunbHa NpoMMBKa MoXe BMKIUKATX MOMMUIKOBI NO3UTUBHI abo
NOMUIIKOBI HeraTuBHi pe3ynbTaTu. Neped AogaBaHHAM KoH'loraty
abo cybcTpaTy nepekoHamTecsi, WO MiHiMi3oBaHa KinbkiCTb Oyab-
SIKOrO 3aNMULIKOBOro MPOMUBAHHS (Hanpuknag, WnsXoM NPOMOKaHHS
abo acnipauii). He no3BonsiTe nyHkam BUCUXaTK Mix iHKyBaLisMu.

7. PospigpxyBay 3paska, KOHTpOmnb, MpOMUBHWIA Oydpep i koH'torat
MIiCTATb a3ug  Hatpito B KoHueHTpauii 0.1 % (w/v). Bbyno
BCTAHOBIIEHO, WO a3uj HaTpilo yTBOPKE CBUHLUEBI abo MigHi coni
a30TUCTOKUCHEBOI  KMCNOTM B nabopaTopHUX  BOAOMPOBIAHMX
cucTemax, WO Npu yaapi Moxe npussectM Ao Bubyxy. LLo6
YHUKHYTU LUbOro, peTenbHO NPOMMBATU PakOBMHY BOAOK Micns
yTunizauii po3ymHy, L0 MICTUTb a3ug HaTpito.

8. Cton posunH TOKCUYHWW. MpuasoauTb Ao onikiB. TOKCUYHMIA Npw
BAWXaHHI, NPW KOHTaKTi 3i LWKipoto i Mpu KoBTaHHI. [pn HelwacHoOMy
Bunagky abo, skwo Bu nodvyBaete cebe noraHo, HeramHo
3BEPHITbCHA 33 MEANYHOI [OMOMOTOH.

9. TMB posunH HEBE3MEYHWIA. OpatiBnueuit ans oueit, cuctemm
OpraHiB AMXaHHS Ta LKIpW.

10. KoHueHTpat npomumsHoro 6ydepa - MOAPA3HWK. OpatiBnueuin ans
04eln, CUCTEMU OPraHiB AMXaHHSA Ta LKipW.

11. Buteptn pgHO nnaHweta, wWob6 He 3anuwwunocs pignHu i/abo
BiAOUTKIB NanbuiB, SiKi MOXYTb 3MiHIOBaTU ONTUYHY LWinbHicTb (OLL)
34MTYBaHHS.

12. PosbaBneHHs abo AOMillyBaHHS LUMX peareHTiB MOXYTb BUKIMKATK
NOMWIKOBI pe3ynbTaTu.

13. He NoBWHHI BUKOPUCTOBYBATUCS peareHTu Bif iHINX BUPOGHUKIB.

14. TMB po3uvH nig 4Yac BUKOPUCTaHHS NoBuHEH OyTu 6Ge3bapBHMM,
CBIiTMO-XOBTUM, CBiTNO-3eNeHnM abo CBIiTNO-CMHIM. 3abpyaHeHHs
TMB koH'toratToMm abo  iHWWMKW  OKUCMOBaYaMu  3arofitoe
nepegyacHy 3miHy Konbopy po3uuHy. He BukopuctoBynte TMB,
SIKLLIO BiH MOMITHO CMHBOTO KONbOPY.

15. Hikonu He nineTyBaTy poTOM. YHMKaTW KOHTAKTYy peareHTiB i 3pa3kiB
nauieHTiB 3i LIKIpOI Ta CNn30oBMMM ODONOHKaMN.

16. YHukatn GakTepianbHoro 3abpyaHeHHs peareHTiB. MoxyTb 6yTu
OTpUMaHi HeNpaBWIbHi pe3ynbTaTu.

17. TepexpecHe 3abpyaHeHHs peakTuBiB i/abo 3paskiB MOXxe Npu3BecTn
[0 NOMWIKOBMX pe3ynbTaTiB .

18. Baratopa3oBa CKNsSHWA Mocyd HeobXiAHO BWMUTM | MOBHICTIO
BMNOSOCKATU BiJ YCiX 4ETEepPreHTiB.

19. YHukatn po3bpusKkyBaHHA abo yTBOpEHHst aepo3oriB.

20. He nipoaBatM peareHTM CWMbHOMY BMAMBY CBiTNa MNpPOTSArom
36epiraHHs abo iHkybaLii.

21. [losBonsanTte MIKpONyHKOBUM CMY>XKaM i LUTATUBY AOCAITU KIMHaTHOI
Temnepatypu [0 BiOKPUTTS 3axuMcHOi OBOMOHKM, Le 3axuUcTUTb
NYHKW Bif KOHOEHcaLii.

22. Po3unH pgns npomvBaHHA MOBWHEH OyTu 3ibpaHuii B €MHICTb And
Biaxopie. O6po6iTeb nepepobneHuii posumH 10% BiaGintow4yoto
peyoBuHoto  (0.5%  rinoxmopuT  HaTpito). YHMKaATM  BNAMBY
BMNapOBYBaHHS BiabinoBaya Ha peareHTu.

23. BactepexeHHsi: Pigki Bigxogu npu kucrnotHoMy pH noBuHHI ByTn
HeWTpanisoBaHi Nnepea Ao4aBaHHAM B pO34MH BigbinoBaya.

24. He BukopuctoByBaTh nnaHweT IPA, kWO cMmyxXka iHAMkaTopa Ha
MiLLIEYKY NepeTBOPUIIACS 3 CUHBOIO KOMbOPY B POXKEBUN.

25. He posBonsiTM KoH'loraTy BCTyNaTW B KOHTakT 3 eMHOCTAMWU abo
npunagamu, siki, MOXNIMBO, Nepea LUM MICTUNN PO34YMH 3 BMICTOM
asnagy HaTpilo B AKOCTI KOHCepBaHTY. 3anuLKoBi KiNbKOCTi asugy
HaTPIil0 MOXYTb 3HULNTK hepMeHTaTMBHY A0 KOH'toraTy.

26. He nigppaBaTn HiSKMA 3 aKTUBHWX peareHTiB BMMUBY PO34YMHY i3
BMicTOM BigbintoBaya abo Oyab-SKux CUNbHUX apoMarTiB B pO34nHax
BiABIiNIoUNX peyoBUH. 3anunLLIKOBI KiNbKOCTI BiAOINo40i pevyoBuHN
(rinoxnopuTt HaTpilo) MOXYTb 3HUWMTK BionoriyHy Ajto HGaratbox 3
aKTUBHUX peareHTIB Lporo Habopy.

YMOBW 365EPITAHHA

2-8°C MonepeAHbO BKPUTi MiKpONyHKOBI CMYXKu: 36epiratn npu 2-8 °C.
3aiBi CMyXKU MOBMHHI OyTM HeranHo MOBTOPHO 3amnevaTaHi 3
BUCYlIylOYMM 3acobom i noBepHyTi pAns  BiAnoBiAHOro
36epiraHHA. CMyxku cTiviki npotsrom 60 AHIB micns Toro, sk
Mile4yok OyB BiAKPWUTWW i HanNeXHUM YMHOM BApYre 3aKpUTO, i
iHOMKaTOP 3aNULWAETLCA CUHIM.

2-8°C Kon'torat - HE 3SAMOPOXXYBATU




2-8°C

He poskputa TectoBa cucTema, Kanibpatop, no3uTMBHI
HeraTuBHi koHTponi, TMB, Po3pigkyBay 3pa3ka

2-25°C Cron po3umnH: 36epiratu npm 2-25 °C.
MpomuBHuii 6ydrep (1X): 20-25 °C go 7 gHis, 30 AHiB npu 2-8 °C.
2-25°C MpomuBHuii 6ydrep (10X): 2-25 °C
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