HABIP PEATEHTIB
AnAa BUSHAYEHHA AHTUTI1 IgM H. PYLORI
METOZJOM IDA

Anti-H. Pylori IgM (H. Pylori Ab IgM) Test System

Kam. Ne: 1525-300A Jama sunycky iHcmpykuii: 16-07-2019

Bepcia: 5

OcHOB0I0 _Npu__NposedeHHi _aHanizy € opueiHan _iHcmpykuii
aHenilicekolo _Mo8oto, 8kadeHol 8 Habip. Homep i dama _eepcii
opue2iHamy ma nepekaady iHcmpykuil NnoguHHi cnisnadamu.

1.0 NPEACTABJIEHHA

MpusHaueHHA: KinbKicHe BU3HaueHHA cneundiuHmx aHTutin antu-H. Pylori
Tny IgG, IgA a6o IgM y cupoBaTui a6o nnasmi nAUHN MeToAOM
iMyHOpepMeHTHOro MiKponiaHILeTHOro aHani3y, KOJIopUMeTPUUHUIA.

2.0 BCTYN ([us. opuziHan iHcmpykuyii).

3.0 IPMHUUN METOAY

MeTtog nocnigosHoro I®A (TUM 1)

PeareHTn, HeoOXxigHi gnAa  nocnigoBHoro awHanizy IDA,  BKIOYalOTb
iMMOGIiNi3oBaHN aHTUIeH, LUPKYIOYe ayTOaHTUTINO i cneyudiuyHe aHTUTINO,
depmeHTHO-NOB'A3aHe. Y Uil npouenypi iMmobinisauis BifnbyBaeTbcA Mg uac
TecTy Ha MNOBEPXHi NYHKM MiKponnaHweTa npu B3aEMOAIl CTpenTaBiguHy,
HaHeCEeHOro B NHKY | JoAaBaHHA 330BHi aHTWUreHy 6ioTuHunboBaHoro H. Pylori.
Mpy 3MmiwyBaHHi GIOTMHWMALOBAHOTO aHTUFEHY | CUPOBATKKM, LWO MICTUTb
ayToaHTUTING, BifOYBa€ETbCA peaKuif MiXK aHTUreHOM i aHTUTIIOM 3 YTBOPEHHAM
iMyHHOro Komnnekcy. B3aemopia onncyeTbca HAaCTYMHUM PiBHAHHAM:
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Bt AgHpyLor) = BIOTMHMNBOBAHWI aHTUreH (NOCTilHA KiNbKICTb)
h-Abx-HpyLor) = ayTOQHTUTINO NOAWNHY (3MIHHA KiNbKiCTb)
Ab+pyLor) - B"Ag(HpYLOR) = IMYHHUIA KOMMIEKC (3MiHHA KiNbKIiCTb)
ka = KOHCTaHTa WBMAKOCTI acouiaii

k-a = KOHCTaHTa WBMAKOCTI Ancouiauii

OfHOYaCcHO KOMMJIEKC OCIAA€ B NyHLi 3aBAAKN peakLii BUCOKOI CnopifgHeHOCTI
Mi>K CTpenTaBiivHOM i 6iOTMHMNBbOBaAHMM aHTUreHoM. LA B3aemopia nokasaHa

HUX4e:

h-Abx-rpyLor - B"AgHryior) + CTpenTaBianHow — iMMO6iNi30BaHM KoMNnekc

CrpentaBignHcw = CTpenTaBiguH, iMMo6inizoBaHUin B TyHKax
IMMOGiNi3oBaHWN _KOMNIEKC = CaHABIY-KOMMIEKC, MOB'A3aHWA 3 TBEpAolo
NoBepXHelo.

Micna iHKyGauii nyHku pobpe npomuBaloTb, WO6 BiJOKPEMUTU He3B'A3aHi
KOMMOHEHTM LWNAXOM acnipauii Ta/abo pekaHTauii. DepmeHTHO-NOB'A3aHi BUAK-
cneundiuHi aHTuTINa (@HTU-h-IgG, M abo A) noTim goaatoTb B NyHKN. Lli koH'toratn
3B'A3YI0TbCA 3 YTBOPEHUM iIMYHHVIM KOMIIEKCOM.

1.C. (h1gGM a60 A) + ENZADx-h-1gG,M a6o A) = ENZAD(x-h-1g6M a0 A) = 1.C. (h-igGM a6o A)

1.C. (h1g6M ago A) = IMMOBINi30BaHWI IMyHHUIA KOMMNEKC (3MiHHa BeIMYMHa)
ENZAD (x-h-1gGM abo &) = KOH'tOTaT GEPMEHT-aHTUTINO (NOCTiliHa BennYnHa)
ENZAD(x-h-1gGM a6o A) - |.C. (h1gM a6o A = Ag-Ab KOMMNEKC (3MiHHA BENMUMHA)

OepmeHTHUIA KoH'toraT aHTK-h-1gG, IgM abo IgA, AKMA 3B'A3YeTbCA 3 IMYHHUM
KOMMIEKCOM MpWU  Apyrii iHKy6auii, BipAinseTbca Big MmaTepiany, AKMA He
3pearyBaB, Ha CTafii NPOMMBKU. AKTUBHICTb depMeHTy B Uil ¢pakuii npamo
nponopuiiHa KOHUEeHTpaUii aHTUTIN B 3pa3ok. Bukopuctosytoun aekinbka pisHux
pedbepeHTHMX CMPOBATOK 3 BiJOMOI aKTUBHICTIO aHTWTIN, OyayeTbcs
KanibpysanbHa Kp1Ba, 3 AKOI BU3HAYa€ETbCA aKTUBHICTb HEBIAOMOrO aHTUTINa.
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4.0 PEATEHTU

Marepianu, Wwo nocrayaloTbca:

A. Kani6patopu AHTu-H. Pylori - 1 mn (ml)/pnakon
5 pnakoHiB pedpepeHcHoro matepiany ana aHTU-H. Pylori 3 KoHUeHTpauiamu
0 (A), 10 (B), 25 (C), 50 (D) i 100 (E) O/mn (U/ml)* IgG, IgM a6o IgA Tunis.
36epiraty npu 2-8 °C (°C). MicTATb KOHCEPBAHTU.
*PedepeHcHe 3HaYeHHs BUPOOHNKa.

B. biotmHoBwuii PeareHT H. Pylori - 13 mn (ml)/$nakon
OpwuH (1) nakoH bioTrHUNBbOBaHOrO iHakTMBOBaHoro H. Pylori (IgG, IgM a6o
IgA), cTabinizoBaHoro B 6ydepHiit MaTpuLi. MicTUTb KOHCepBaHT. 36epiratu
npwv Temnepatypi 2-8 °C (°C).

C. ®epmeHTHMIA peareHT aHTu-H. Pylori- 13 mn (ml)/pnakon
OpuH (1) dnakoH KoH'toraty aHTu-noacbkoro IgG, IgM a6o IgA-
nepokcupasa xpoHy (HRP), cra6inizoBaHoro B 6ydepHin matpuui.
KoHcepBaHT 6yB gogaHuir. 36epirat npu Temnepatypi 2-8 °C (°C).

D. MnaHwert, nokputnin CtpenTaBigNHOM - 96 NYHOK
OavH  96-nyHKOBMI  MiKpornnaHweT, nokputui CrpenTasignHom i
3anakoBaHWii B antoMiHieBy ponbry 3 ocywysauem. 36epiratvi npu 2-8 °C
(°Q).

E. Po3umHHUMK cupoBaTKu - 20 mn (ml)/pnakoH
OpuH (1) ¢nakoH KOHUEHTpaTy PO3YMHHMKA CUPOBATKM, AKUA MiCTUTb
6ydepHi coni i 6apBHUK. 36epiraty npu Temnepatypi 2-8 °C (°C).

F. KoHueHTpaT po3unHy AnA npommnBaHHA - 20 mn (ml)/$pnakoH
OpuH $nakoH, Wo micTnTb cypdakTaHT B dpocdaTHOMy conboBomy Bydepi.
MicTnTb KOHCepBaHT. 36epiratu npm 2-8 °C (°C).

G. Cy6crpatA -7 mn (ml)/$pnakoH
OpuH dnakoH, wo mictutb TMB B 6ydepi. 36epiratu npu 2-8 °C (°C).

H. Cy6cTtpat B -7 mn (ml)/$pnakoH
OpunH $nakoH, Wo MiCTUTb NepeKknc BoaHIo B bydepi. 36epiratn npu 2-8 °C
(°0).

I.  Cron-po3suuH - 8 mn (ml)/$pnakoH
OpunH dnakoH, Wwo Mictutb cunbHy kucnoty (1N HCl). 36epiratn npu 2-8 °C
(°C).

J.  IHcTpyKuin

3ayeaxeHHa 1: He sukopucmosylime peazeHmMu nicaa 3aKiHYeHHs mMepmiHy
npudam+ocmi.

3ayeaxeHHs 2: YHukamu enausy menna i ceimna. Biokpumi peazeHmu cmabineHi
60 OHie npu 36epizaHHi 8i0 2 0o 8 °C (°C). CmabinbHicms Habopy i KomnoHeHMis
8KA3AHA Ha emuKemui.

3ayeaxeHHs 3: Bci peazeHmu npusHayeri 0718 popmamy 00HO20 niaHwema.

4.1 Heo6xigHi MaTepianu, AKi He NOCTaBNAIOTbCA 3 HAGopom

1. [osatop, 3gatHuii nogasaTu 06'emn 0.010, 0.025 Ta 0.050 mn (ml) (10, 25 i 50
MKA (ul)) 3 TouHicTio, WwWo nepesuye 1.5%.

OucneHcep(n) gnsa noBTOpHUX nogay o6'emom 0.100 mn (ml) (100 MKMm) i
0.350 mn (ml) (350 mkn (ul)) 3 TouHicTio, Wo nepesuLye 1.5%.
MikponnaHweTHM Bowep abo NisLKa Mig TMCKOM (OnuiiiHo).
MikponnaHweTHun pigep 3 dinbTpamu 450 HM (nm) § 620 HM (Nnm).
QinbTpyBanbHWI Nanip A1 BUCYLWYBaHHA MiKPOJTYHOK.

MonieTnneHoBa nNniBka abo KpuLLKa Ans iHKYOGyBaHHA MiKPOMIaHLLETIB.
BakyymHuI1 acnipaTtop Ana npomMmBaHHA (ONUiiHO).

Tanmep.

KoHTponbHi maTepianmu.
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5.0 3AYBAXKEHHSA TA 3ACTEPEXXEHHSA
Ha6ip npu3sHayeHuli Ons diazHocmuku in vitro
He 0ns HympiwHb020 a60 306HiWHbL020 BUKOPUCMAHHA
Ha ndAax abo meapuHax

BrikopucTtoByBaHa A1 BUrOTOB/IEHHA KOMMOHEHTIB Habopy nioficbKa crpoBaTka
npotectoBaHa MeTofgamu, cxsaneHumm FDA, B AKMX OTpPMMaHi HeraTuBHiI
pe3ynbTaTh Ha HaABHICTb aHTUTIN go BIJ1 1 Ta 2, BI'C i noBepXHEBOro aHTUreHy
renatnty B. OpHak, OCKifbKM He iCHye MeTOAiB, WO AaloTb MOBHY rapaHTilo
BifCyTHOCTI iIHQEKLiNHYX areHTiB, 3 peareHTaMu CJlig NOBOAUTUCA 3 06epeXHICTIO,
AK 3 MOTEHUiHO Hebe3rneyHM bGiomaTepiaiom, WO PeKOMEHAYETbCA Ans Oyab-
AKNX 3pa3KiB KpoBi 3rifHO NpaBun KBanidpikoBaHOi NabopaToOpHOI MPaKTMKU.
PekomeHpauii AMBITbCA B HaLiOHanbHMX MoCibHMKax 3 6iobesnekn abo,
Hanpwvknag, B «Biosafety in Microbiological and Biomedical Laboratories», 2nd
Edition, 1988, HHS.

BesneyHa yTunisauiA KOMNOHeHTIB Habopy MNOBMHHA MNPOBOAUTUCH Y
BifANOBIAHOCTI 3 MiCLIeBMMM HOPMATUBHO-3aKOHOAABYMMM BUMOTamM.



6.0 36IP | 3BEPIFAHHA 3PA3KIB

3pa3skamu mMatoTb ByTU KPOB, CpoBaTKa abo nnasma, JOTPUMYBATUCA 3BUYANHIX
3acTepexKHMX 3axofiB Mpu 3abopi 3pa3KiB KpoBi MeToaoM BeHenyHKLUii. [na
NOPIBHAHHA HOPMAsbHUX 3HaYeHb NOBMHHA 6yTU OTPUMaHa PaHKOBa CUPOBaTKa
(HaTwecepue). Kpos cnig 36mupaTy y 3BMYaiHy NpobipKy Ans BeHenyHKLUii 6e3
JopatkiB abo aHTMKoArynaHTiB (AnA cMpoBaTKM) abo BakKyyMHy MpoOGipKy, Lo
mictute EATA abo renapuH. [aiite KpoBi 3rycTutucs Ans 3paskiB CUpoBaTKM.
LieHTpudyryitte 3pa3ok, WWob BioKpeMuUTy CpoBaTKy abo nnasmy Bif KIiTWH.

Y nauieHTiB, AKi OTPMMYIOTb Tepanilo BUCOKMMU Ao3amu 6ioTuHy (TobTo > 5 Mr
(mg)/poby), He cnig 6paTy 3paskyM NpUHaMHI A0 8 roAWH MicNA OCTaHHBbOro
BBeJleHHA 6iOTWHY, 6axaHO Ha Hi4 AnA 3abe3neyeHHs 3pa3Ka HaTllecepLe.

3pa3ku MoxyTb 36epiratuca npu 2-8 °C (°C) go 5 AHiB. AKLO 3pa3kn He MOXYTb
6yTn NpoaHanizoBaHi 3a Lei Yac, BOHM MOXYTb 6yTu 3amopoxeHi fo -20 °C (°C)
Ha nepiog Ao 30 AHiB. YHMKanTe NOBTOPHMX LMKNIB 3aMOPOXKYBaHHA -
BifiTaBaHHA. [nA aHanisy B aybnax sBumaraetbca 0.100 mn (ml) (IgM Ta IgA) abo
0.050 mn (ml) (IgG) po3BegeHoro 3paska.

7.0 KOHTPOJ1b AKOCTI

KoxHa nabopatopis MOBMHHA NPOBOAMUTM aHani3 KOHTPOMO Ha HOPManbHOMY,
NPUKOPAOHHOMY Ta NiABULLEHOMY PiBHAX ANIA MOHITOPUHIY pe3ynbTaTiB aHanisy.
Lii KoHTponi cnig po3rnAgat AK HEeBiAOMi Ta BM3HAuYaTV 3HAYEHHA B KOXHIl
npoBefeHin npoueaypi BunpobysaHHs. Cnig BecTy fiarpaMu KOHTPOSIO AKOCTI,
o6 CTEXWTN 3a MOKa3HMKaMV peareHTiB, Lo noctayaloTbea. [ina BCTaHOBNEHHA
TEeHAEHUN cnif 3acToCcoBYBaTWU BiAMOBIAHI CTaTUCTUYHI MeToaW. |HAMBIAYanbHa
nabopaTtopisi NOBMHHA BCTAHOBUTU JOMNYCTUMI Mexi ebeKTMBHOCTI aHanisy. Kpim
TOro, MakcMmasbHa abcopbuis NoBUHHa BiAMOBIAATY MUHYNIOMY [OCBIAY. 3HauHe
BiAXVNEHHA Bif, BCTAHOBEHNX MOKa3HMKIB MOXe CBIAYNTY MPO HEMOMITHY 3MiHY
eKCnepuMeHTaNbHNX yMOB abo noriplleHHA cTaHy peareHTiB. CBiXi peakTusm
CIlif BUKOPUCTOBYBATV ANA BU3HAUYEHHA NMPUUNHN 3MiH.

8.0 MPUTOTYBAHHA PEATEHTIB

1. PO34YMHHMK cnpoBaTKu
Po3BecTn po3uMHHUK cupoBaTkm Ao 200 mn (ml) B nigxogAwomy
KOHTeMHepi AUCTUNbOBaHO abo AeioHi3oBaHoOW Bogoto. 36epirat npwu
Temnepatypi 2-8 °C (°C).

2. MpomusHuii 6ydep
Po36aBTe KOHLEHTpaT pO3uUMHy [AnA npomuBaHHA o 1000 mn (ml)
ONCTUNbOBaHOK abo AeioHi3oBaHOW Bopoto. 36epiraiite Mpu KiMHaTHIN
Temnepatypi (2-30 °C (°C)) go 60 gHis.

3. Po3suuH Po6ouoro Cy6crpaty - CTabinibHWI MPOTArOM OJHOTO POKY.
3miwante CybcTpaTh, BWAMBLUKM BMICT OypwThHOBOro ¢nakoHa 3
Cy6ctpatom A 'y nposopwuii dpnakoH 3 CybctpaTtom B. 3akpuiite nposopui
$NaKoH XOBTOIO KPULLIKOIO AnA nerkoi ineHTudikauii. Mepemiwante cymiw i
nignuwWiTb BignoBigHo. Po3uunH 36epiraetbea npu 2-8 °C (°C).

4. PosBepeHHA 3pa3kKa MauieHTa (1/100)

Lopaiite 0.010 mn (ml) (10 mkn (pl)) kKoXKHOrO 3paska nauieHTa go 1 ma (ml)
PO3UMHHMKa CMPOBATKU. HakpuniiTe KPULLKOIO i 3MillaiiTe Ha BopTeKci abo
peTenbHO nepemilwainTe nepesepTaHHAM. 36epiraiiTe npu Temnepatypi 2-8
°C (°C) po copoka BocbMU (48) roavH.

3ayeaxeHHa 1: He sukopucmosylime poboyuli cybcmpam, akwo eiH npudbas
61aKkumHe 3a6apeneHHs.

3ayeaxeHHAa 2: He sukopucmosysamu 3abpyoHeHi peazeHmu, abo peazeHmu, oe
cnocmepieaemeca picm 6akmepil.

9.0 MPOTOKOJ1 AHANI3Y

lMeped nouyamkom aHanisy eci peazeHmu, cmaHOApmu i KOHMPOJi NOBUHHI
docsemu KimHam+oi memnepamypu (20-27 °C (°C)).

**[poyedypy 8unpobysaHHa nosuHeH NPOBOOUMU KeasigikosaHuli ¢axiseysb abo
nidzomoesneHuli nabopaHm**

1. Bigdopmatynte nyHKM MIKpOMMAHWETIB AN KOXHOIMO pedepeHCHOro
CMPOBATKOBOrO KasibpaTopa, KOHTPOO Ta 3pa3ka MalieHTa ana aHanisy y
OBOX nNpuMipHuKax. [loBepHiTb HEBUKOPWCTaHi CMYKKW Hasaj B
anoMmiHiEBUIA NaKeT, 3aKpuiiTe Ta 36epiraiTte npu Temnepatypi 2-8 °C (°C).

2. BHecitb 0.025 mn (ml) (25 mkn (ul)) BignosigHoro pedepeHcHoro
CMPOBATKOBOrO Kanibpatopa, KOHTPOJIO Ta 3pa3ka MnauieHTa y BianosigHi
NyHKW AnAa BM3HaueHHsA IgG. [ina IgM abo IgA ninetynte 0.050 mn (ml) (50
MKn  (ul)) BignoBigHOro CMpPOBATKOBOrO Kanibpatopa, KOHTPOM Ta
pO3BeAeHOro 3paska nauieHTa y BignoBiaHi NyHKW.

3. [Hopante 0.100 mn (ml) (100 mkn (pl)) Po3umHy bioTvHoBOro Pearenty H.
Pylori.
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4.  Crpywynte MmikponnaHweT obepexHo npotarom 20-30 cekyHp pAnA

nepemilyBaHHA Ta HaKpUNTe AOro.

IHKy6yInTe npoTarom 60 XBUAVH NPW KIMHATHI TemnepaTypi.

6. Bupanitb BMiCT NyHOK [eKaHTaLji€lo abo acnipaui€to. Bucywite nnaHweT Ha
binbTpyBanbHOMy nanepi, AKLLO BUKOPUCTOBYBaNacsa AekaHTalis.

7.  [Dopante 350 mkn (ul) npommeHoro 6ydepa (avB. posgin «MpurotyBaHHA
peareHTiB») i BUaanitb roro. MoBTOpiTb Npoueaypy e ABa pasu (3aranbHa
KinbKicTb  UukniB npomuBka - 3). [nAa uieil npouenypu Kpalye
BMKOPWCTOBYBAT aBTOMATWYHUIA abo pyyHMI Bollep BigNoBigHO Ao
iHCTPYKUin BMPOOHMKA npunagis. AKWO BUKOPUCTOBYETbCA MAAWKa Mif
TUCKOM, HamOBHUTU KOXHY NyHKY [0 Bepxy (yHWKaliTe mMOBITPAHUX
6ynb6allokK). Buaanite BMIiCT i NOBTOPITH Lie 2 pasu.

8.  [Jopante no 100 mkn (ul) ®epmeHTHOrO peareHTy H. Pylori y KOXHY NyHKy.
3aBxau pofasaiTe peareHTV B OAHIN i Till ke NOCNiZOBHOCTI i 3 0AHAKOBOKO
WBWAKICTIO, W06 YHUKHYTW BiAMIHHOCTE Y Yaci peaKLii B pi3HMX NyHKax.

HE CTPYLUYWTE NAAHLLET NICNA JOAABAHHA ®EPMEHTY

9.  HakpwuiiTe i iHKy6yiiTe npoTarom 30 XBUAVH NP KiIMHATHI TemnepaTtypi.

10. ToBTOPITb KPOKK (6 & 7), AK ONMCaHO BULLE.

11.  [Lopaiite no 100 mkn (ul) Pobouoro po3unHy cybcTpaty B KOXKHY NyHKY (AuB.
«[puUroTyBaHHA peareHTiB»). 3aBAM AOfABaNiTe peareHTU B OAHIN i Til xe
NMOCNifOBHOCTI i 3 OAHAKOBOIO LWBUAKICTIO, W06 YHUKHYTU BigMiHHOCTEN Y
yaci peakuii B pi3HUX NyHKaXx.

HE CTPYLUYWTE NJAHLUET NICNA AOAABAHHA CYBCTPATY

12.  IHKybynTe 15 XBUAMH NPY KIMHATHIN TemnepaTypi.

13.  3ynuHiTb PO3BUTOK 3abapBNEHHA JOAABAHHAM B KOXHY NYHKY 50 mkn (ul)
CTOM-pO34UHY i Nepemiwante npotarom 15-20 cekyHA. 3aBXau fopaBante
peareHTU B OfHIl i Til1 )ke NOCNiZOBHOCTI i 3 OAHAKOBOI WBUAKICTIO, W06
YHUKHYTUW BiAMIHHOCTEI y Yaci peaKuii B pi3HMX NyHKax.

14. BumipaiTe BENMYMHU NOMINHAHHA BMICTY NIYHOK Ha JOBXMWHI xBUNi 450 HM
(nm) (BUMiptoBaHHA NPOBOANTY MPU pedepeHCHIN JoBXUHI xBuni 620-630
HM (nm)). Bumipy noBuHHi 6yTn npoBepeHi npotarom 30 XBUAMH nicns
AOAABaHHA CTOM-PO3UNHY.

w

NMpumimka: [lna noemopHo20 aHanisy 3paskie 3 kKoHueHmpauieto 6inbwe 100 O/mn
(U/ml) posbasumu 3pazok dodamkoso 1:5 abo 1:10 3a 00nomMoz0t0 0pu2iHaIbHO20
mamepiany 0na po3eedeHHsA. [loMHOXme Ha KoegiyieHm  po3baeneHHs O7A
OMPUMAHHA KOHYeHmpauii 3paska.

10.0 PO3PAXYHOK PE3YJIbTATIB

[nAa BW3HaueHHA KoHUeHTpauii aWmu-H. Pylori B HeBigommx 3paskax
BMKOPWCTOBYETbCSA KanibpyBasibHa KprBa.
1.  3anvwitb  NOMMHaHHA, OTPMMaHe 3  PO3APYKIBKM  3uMTyBaya

MiKpoOmnnaHLLeTIB, AK 3a3HayeHo B Mpuknagi 1.

2. [ns nobypoBu KanibpyBanbHOi KpMBOI Ha niHiNHOMY rpadiuyHomy nanepi

BMKOPWCTOBYITE KOXHY 3 ABOX OMTUYHUX TYCTVH AN KOXKHOTO CTaHZapTy

3anexHo Bia KoHueHTpauii H. Pylori 8 O/mn (U/ml) (He po3spaxosyiite

cepenHbOoro 3HaueHHs Jo nobyaosu).

MpoBeaiTb oNTUManbHy KanibpysasbHy KpuBy.

4. o6 BU3HaunTK piBeHb akTMBHOCTI aHTW-H. Pylori ana HeBigomoro, 3Hangitb
cepefHE MOMMMHAHHA  AybnikaTiB  [nA  KOXHOrO  HeBiJOMOro Ha
BEPTMKaNbHIN oci rpadika, 3HanAiTb TOUKY NePeTUHy Ha KPUBIN i 3unTynTe
KoHueHTpauito (8 O/mn (U/ml) ) BiA ropmsoHTanbHOI oci rpadika (aybnikatn
HeBiAOMOro MOXyTb OyTW ycepefHeHi, AK 3a3HauyeHo). Y HacTyrnHomy
npuKknagi cepepHs abcopbuin 1.603 nepeTMHae KpUBY peakLii Ha fo3y npu
KoHUeHTpauii 64.0 O/mn (U/ml) aHtn-H. Pylori (auB. MantoHok 1).*

ad

Mpumitka: [na aHanisy [aHWX MOXe BUKOPWUCTOBYBATUCA KOMM'IOTEpHE
nporpamHe 3abe3neyeHHs, po3pobrneHe ana aHanisy IOA. Ao Take nporpamHe
3abe3neyeHHA BUKOPUCTOBYETbCA, CMifi BUKOHATU MepeBipKy NpPOrpamHoOro
3abe3neveHHs.



Mpuknag 1

KamﬁlraTOP 211 8:822 0.044 0
Kamﬁga'rop 311 8:52;2 0.406 10
Kan|6cpa'rop E} g?;g 0.791 25
KamGI;)a'rop g} 1;?; 1312 50
Kani6:a'rop /Qi i;;g 2328 100
NauienT 1 gé 81 g; 0.172 5.2
NauienT 2 23 1 Z?? 1.603 64.0

*[laHi, HaBepeHi B MNpuknagi 1 Ta Ha MantoHKy 1, Tinbku Ana inocTpauii i He
NMOBWHHI BUKOPNCTOBYBaTUCA /11 N0OYA0BM CTaHAAPTHOT KPYBOI.
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11.0 TAPAMETPU KOHTPOJ1IO AKOCTI

PesynbTaTn aHanisy mo)xHa BBa)kaT JOCTOBIPHUMM, AKLLO AOTPUMYIOTbCA

HaCTynHi ymoBu:

1. MakcumanbHa OLL (kani6paTtopa 100 O/mn (U/ml)) noBuHHa 6yTn > 1.3.

2. YoTmpwn 3 LWeCTU KOHTPONiB AKOCTI MOBWHHI yKnajaTuca y BCTaHOBMEHi
iHTepBanu.

12.0 AHANI3 PU3SUKIB
Macnopm 6e3neku ma ¢popma aHanizy pusuky 051 Yybo20 NPoOyKmy 0OCMynHi Ha
3amoesieHHs 8i0 Monobind Inc.

12.1. flkicTb po60TH Habopy

1.  [na BiaTBOPIOBAHOCTI  pe3ynbTaTiB  BaXIMBO,
NiATPMMYBaBCA NOCTINHUM B KOXHIi NyHL.

2. TineTyBaHHA 3pa3KiB He NOBUHHO nepeBuLlyBaT 10 XBUAVH.

3. He BMKOpWCTOBYBaTU BUCOKO JliNeMiyHi, remonizoBaHi abo 3abpypHeHi
3pasku.

4.  fAKWwo BMKOPWUCTOBYETbCA Ginblue, HiX OAUH MIAHLWET, PeKOMeHAyeTbCA
MOBTOPIOBATU KanibpyBanbHy KpUBYy.

5. [opaBaHHA CyO6CTPAaTHOrO PO3UMHY iHILilOE KIHETWYHY peaKuilo, fKa
3YNUHAETLCA NPU JOAABaHHI cToM-po3umnHy. OTxe, AofaBaHHA cy6cTpaty i
CTOM-PO34YMHY MOBWHHO NPOBOAUTUCA B OAHAKOBIN MOCNIAOBHOCTI ANA
YCYHEHHA BiAMIHHOCTEe y yaci peakuii B pi3HMUX NyHKaXx.

6.  BumipioBaHHA ONTUYHOI WiNbHOCTI Ha pifepi NpoxoanTb BepTuKanbHO. He
TOpKanTeca [0 AHa MiKPOSTyHOK.

7.  TloraHa NnpomMuBKa NyHOK (HenmoBHe BMAANIEHHA PO3YMHY Nif Yac acnipadii)
MO>e MPU3BOAMUTM A0 HEBIATBOPIOBAHMNX | HEOCTOBIPHMX Pe3yNbTaTiB.

8.  BMKOpWCTOBYITE KOMMOHEHTU TiIbKM 3 OAHOrO NoTa. He 3MmiwyiiTe peareHTn
3 Pi3HUX NapTii.

9. [Jlyxe BUCOKa KOHUeHTpauia aHTu-H. Pylori B 3pa3kax nauieHTIB Moxe
3abpyAHUTY 3pa3ky BiApasy X MicNA LUX eKCTpemanbHuX piBHiB. MoraHi
oy6ni BKasyloTb Ha nepexpecHe 3abpypHeHHsA. lNoBToOpiTb aHanis Oyab-
AKOro 3paska, Akuii Mae OLL 6inbLue 3.0 ognHULb.

10. 3pa3sku nauieHTiB 3 KoHUeHTpauieo suwe 100 O/mn (U/ml) moxyTb 6yTn
po3seneHi (1/5 abo 1/10) 6inbwe, Hix noyatkoBe 1/100 po3BefeHHsA

Wob yvac peakuii

Mepeknaday TemsaHa 3eneHceka

CMpPOBATKM 3  BMKOPUCTAHHAM pPO3uUMHHMKA. KoHLeHTpauia 3paska
OTPUMYETLCA LWIAXOM MHOXKEHHA pe3ynbTaTy Ha KoedillieHT po3BefeHHs.

11.  MikpobionoriuHo 3abpyaHeHi 3pa3ku He NOBUHHI BUKOPUCTOBYBATUCA.

12. TpaBunbHe i TOYHe MNiNeTyBaHHA, a TaKoXK AOTPUMAHHA TOYHOrO Yacy i
TemnepaTypHUX BUMOT € HEOOXigHUMU ymoBamu. Byab-AKi BigxuneHHs Big
BCTaHOBNeHVX Monobind MOXyTb flaBaTu HEBipHI pe3ynbTaTu.

13.  [oTpumyBaTMCb BCiX BCTAHOBNEHNX HOPM POBOTU NabopaTopHOI NPaKTUKK
ns 3abe3neyeHHA HOPMasbHOT PO6OTM NPUCTPOLO.

14. BaxnmBum € KanibpyBaHHA BCbOro obnafHaHHsA, TO6TO, MINEeToK, pigepa,
Bollepa Ta/abo aBTOMaTU30BaHUX iHCTPYMEHTIB, AKi BUKOPUCTOBYIOTbCA 3
OaHUM  MPUCTPOEM. TakoX OOOB'AI3KOBUM € HaneXHuin pornag i
obcnyrosyBaHHA NPUCTPOIO.

15.  AHani3 pu3sukis - BignosigHo ao sumor Oupektusmn 98/79/€C IV mapkoBaHUX
IVD - gna uboro Ta iHWKX NPUCTPOIB, BUroToBneHnx Monobind, moxHa
HagicnaTy 3anuT enekTPOHHO nowTot 3 Monobind@monobind.com.

12.2 InTepnpeTauin pesynbrartis

1. BumiploeaHHA ma iHmepnpemauyia pe3ynbmamie nNOBUHHI
B8UKOHaHI K8anigikoeaHum a6o Hag4eHUM npogpecioHasnom.

2. JlabopaTopHi pe3ynbTaT¥i He MOXyTb OYyTU €QUHUM KpuTepieM AnAa
BM3HAYEHHA JiKyBaHHA, OCOGNMBO, AKWO OTPUMaHi pesynbTati He
cniBnagatoTb 3 iHWNMW AOCHIAXKEHHAMM.

3.  PeareHTn pnAa npouepyp 3 BuKopucTaHHAM AccuBind® QA 6ynu
po3pobnieHi  ANA  MaKCMManbHOTO  YCYHEHHA  Mepellkof;  OAHaK,
noTeHUianbHa B3aEMOZAIA Mi>K AeAKMMU 3pa3kaMmn CMPOBATKM Ta peareHTamu
MOXYTb MPUBECTU [O MOMWIKOBUX pe3ynbTatiB TecTy. [eTepodinbHi
aHTMTINa YacTo BMKIIMKAOTb Li B3aEMOAIl i, AK BigoMo, € npobnemoto ans
BCiX BMAIB IMYHONMOMYHWX JocCnigKeHb. [nAa gdiarHOCTUYHMX Uinen,
pe3ynbTaTu LbOro aHasiy MoBWHHI OyTVW BUKOPWUCTaHi B MOEQHaHHI 3
KNiHIYHMM OOCTEXEeHHAM NaLljieHTa, iCTOpi€lo i BCIMA IHWMMKN KNiHIYHUMIN
AaHUMK.

4.  Monobind He Hece BianoBigaNbHOCTI 3a pe3ynbTaTu TecTy B pasi, AKLWO
CKnapoBi Habopy 6yny 3amiHeHi iHWMK CKNagoBKMK 3 iHWKX Habopis, abo
AKLLO pe3ynbTaTy 6y iHTepnpeToBaHi HEBIPHO.

5. flKwo ana obpobkn pe3ynbTaTiB TeCTy BMKOPUCTOBYETbCA KOMM'lOTep, TO
pO3paxoByBaHi 3HAUYEHHA CTaHAAPTIB He MOBUHHI BigXUNATUCA GinbLl, HiX
Ha 10% Big NPUNMCaHNX 3Ha4YeHb KOHLIEHTpaLii.

6.  KniHiyHi pe3ynbTaTM cnig BMKOPUCTOBYBaTW ANA  OUIHKM  MOXNUBOI
HaABHOCTI LWTYHKOBO-KMLLKOBOIO 3axBOptoBaHHA. OfHaK KNiHiYHi BUCHOBKM
MOBUHHI 6a3yBaTuCA He nulle Ha LbOMY TecTi, a AK [OMOBHEHHA [0
KNiHIYHMX MpoABIB Maui€eHTa Ta iHWMWX BiANOBIAHMX TecTiB, TakUX AK
rictonoris, ypeasa Ta KynbTypa. [103UTUBHUI pe3ynbTaT He CBigYMTb NpPO
3aXBOPIOBaHHA LUNYHKOBO-KMLLIKOBOrO TPaKTYy i He PO3pi3HAE KOMOHi3aLito
Ta iHdeKuito H. Pylori. Mogi6bHMM YMHOM HeraTMBHWUIA pe3ynbTaT He yCyBa€
BiacyTHicTb iHdeKuii H. Pylori, a ay»e HU3bKWI TUTP aHTWTIN, AKUIN MOXe
6yTV NOB'A3aHNIN 3 PaHHIMM CTaAiAaMM KOMOHi3aLlii.

6ymu

13.0 OMIKYBAHI 3HAYEHHA

Bbyno npoBegeHo pocnigKeHHA O4YeBMAHO 3[0POBOro HaceneHHa (n = 118) Ta
nauieHTiB, AKI CTpaXaaloTb Ha LWAYHKOBI aHomanii (n = 154), wWob6 BM3HAYWUTK
ouikyBaHi 3HaueHHA TectoBoi cnctemun Anti-H. Pylori AccuBind® I®A. Ha ocHosi
[aHuX 6yny BCTaHOBNEHI TaKi TOukm cut-off.

HasBHicTb aHTuTin go H. Pylori niaTBepaxeHo

(KOHLEHTPALIA)

19G > 20 O/mn (U/ml)
IgA > 20 O/mn (U/ml)
IgM > 40 O/mn (U/ml)

BaxnuBo maTu Ha yBasi, WO BCTAHOBNEHHA Aiana3oHy 3HayeHb, AKi MOXHa
OuiKyBaTV 3a NEBHNM METOLOM AJIA CYKYMHOCTi KHOPManbHUX» OCi6, 3aneXunTb Bif
6e3nivi dakTopiB: CcneundiuHOCTi MeTody, CyKyMHOCTI MepeBipeHuX i TOUHOCTI
MeToZY B PyKax aHasiTvKa. 3 uMx NprYvH KOXHa flabopaTopia MOBUHHa 3anexaTu
Bif AianasoHy ouiKyBaHUX 3HaYeHb, BCTAHOBMIEHMX BUPOOHUKOM, 10 TVX Mip, MOKM
aHaniTVKM He 3MOXKYTb BU3HAUYNTV BHYTPILLHI Aiana3oH, BUKOPUCTOBYOUN METOS
i3 nonynsui€to, KOPIHHOIO ANs PaOHY, B AKOMY 3HaX0AWUTbCA labopaTopis.

14.0 XAPAKTEPUCTUKU HABOPY

14.1 TouHicTb

TouHictb TectoBoi cuctemmn Anti-H. Pylori AccuBind® IOA BcepepuHi cepii i mix
cepiaMn BM3Hayanaca B aHanisi Nynis cMpoBaTOK ABOX Pi3HMX PiBHiB. KinbkicTb
(N), cepefiHe 3HaueHHsA (), CTaHZapTHe BiaxuneHHs (8) i koediuieHT Bapiauii (C.V.)
ANA UMX CMPOBATOK HaBeAEHi B TaBNMLIAX HUXKYE.


mailto:Monobind@monobind.com

14.1.1 Toynicme Aumu-H. Pylori - IgG

BUPOBHUK
TABNNLA 2 u
TouHicTb B aHanisi (O/mn (U/ml)) MONOBIND INC. MOHOBAVH/ IHK
3pasok N X o C.V., % 100 North Pointe Dr. 100 Hopo lMoiHm [ipatis
HeraTuBHwii 20 55 031 5.6 Lake Forest, CA 92630 - USA  Jletik ®opecm, KanigpopHia 92630 - CLUA
Mo3utTuBHMR 20 43.2 1.85 43 Phone: 949.951.2665 Ten.: 949.951.2665
Fax: 949.951.3539 Qakc: 949.951.3539
TABJIALIA 3* www.monobind.com www.monobind.com
TouHicTb mixk aHanizamu (O/mn (U/ml))
3pasok N X o C.V., %
HeratuBHui 10 5.8 0.40 6.9
MosuTnsHMiA 10 421 2.10 5.0 [' I H mE B
*BumipioBaHHA NpoBoAUNCh B 10 eKCrieprMeHTax B yonsx. Trade

14.1.2 Toynicme Aumu-H. Pylori - IgM
YMNOBHOBAXEHUW NPEACTABHUK

TABNINLA 4 §
TouHicTb B aHanisi (O/mn (U/ml)) TOB «JIAMEB TPEU]»
3pasok N X o C.V. % 8yn. Cumona lemmiopu, 25
HeraTtugHui 20 3.1 0.23 7.4 m. lsaro-®patkiscek, 76014
MosuTnBHMIA 20 39.8 1.65 4.1 men.: +38 (0342_) 775122
e-mail: info@diameb.ua
TABINLIA 5* www.diameb.ua
TouHicTb mix aHanizamm (O/mn (U/ml))
3pasok N X [ C.V., % e
HeratnsHnin 10 3.8 0.34 8.9 @ c € IVD /ﬂ/
Mo3uTnBHMIA 10 37.1 2.80 7.5 ¢

*BumipioBaHHA NpoBoaunnch B 10 eKcreprMeHTax B y6nsx.

14.1.3 Toynicme Aumu-H. Pylori - IgA

TABJINLA 6
TouHicTb B aHanizi (O/mn (U/ml))
3pasok N X o C.V., %
HeraTuBHuin 20 2.8 0.22 8.5
Mo3nTnBHMN 20 255 1.35 53
TABNULA 7*
TouHicTb mixk aHanizamu (O/mn (U/ml))
3pasok N X o C.V., %
HeraTuBHuin 10 2.5 0.20 8.0
Mo3uTnBHUI 10 251 1.90 7.6

*BumiptoBaHHA NpoBoannmnch B 10 eKcnepumeHTax B ayonax.

14.2 Yytnusictb

YyTnmBicTb (MeXa BWABMEHHs) OLUiHIOBanacb BM3HAYEeHHsAM BapiabenbHOCTI
Kani6patopa «0» O/mn (U/ml) i 3a gonomoroio 26 (95% TOUHOCTI) ANA po3paxyHKy
MiHiManbHOT fo31:

Tect-cnctema IgG AccuBind™ IOA mae uytnmeictb 0.1424 O/mn (U/ml).
Tect-cncrema IgM AccuBind™ IQA mae uytnusictb 0.065 O/mn (U/ml).
Tect-cncrema IgA AccuBind™ IQA mae uytnmsictb 0.304 O/mn (U/ml).

14.3 [locToBipHicTb

MeTtop IOA Anti-H. Pylori AccuBind® nopisHioBanu 3 pedpepeHcHM meTogom IDA.
Bynu pocnigpkeHi GionoriuHi 3pasku 3 pi3HOI0 KOHLIEHTpaALiEl0.

Mepeknaday TemsaHa 3eneHceka
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