IHCTPYKLiA i3 3acTOCyBaHHA

Snibe g

MAGLUMIP IgA Ha H. pylori (IXJ1A)

130251028M:100 TecTiB y Habopi
130651028M: 50 TecTiB y Habopi
130751028M: 30 TecTiB y Habopi

REF

H NPU3HAYEHHSA

Habip nae amory BUKOHYBaTW iMyHOXEMINMIOMIHECLEHTHUIA aHani3 in vitro ons BU3HaYeHHs sikicHOro BMicTy aHTuTIn IgA go H. pylori B cupoBartui Ta nna3mi Kposi
TNIOAMHM 32 AOMOMOrOK NMOBHICTIO @aBTOMATUYHOIO XeMintoMiHeCLEeHTHOro iMyHoaHanisatopa cepii MAGLUMI # iHTerpoBaHoi cuctemu cepii Biolumi; Takox uen
aHani3 BUKOPUCTOBYETLCS sIK [OMOMIKHWIA 3acib AiarHocTukw iHdekuii H. pylori.

l cTMcnui onuc

Helicobacter pylori (H. pylori) — ue rpamHeraTMBHa BUrHyTa crnipanenofibHa nanuykonogioHa 6akrepis (wmpuHoto 0,5-1,0 Mkm (um) i goBxmHo 3,0—4,0 MKM
(um)). Konowii H. pylori BusiBneHo B rMnbokux Liapax CrvM30BOro resto, Sk1in BKpMBAE CNn3oBy 0BOMOHKY LUMYHKA, i MK LApOM CIM30BOro resto Ta anikanbHoto
MoOBEPXHEI0 KNiTUH eniTenito cnn3oBoi 06omnoHkM WwnyHka'=3. Y gesiknx nauieHTis, iHdikoBaHux H. pylori, ui 6akTepii MOXyTb TakoX GyTU MPUCYTHI Ha AinsHKax
NpUnsiraHHs CyciaHix KNiTUH eniTenito cnm3oBoi 060MoHKN. BOHU y BENUKMX KiNbKOCTAX BUPOONSOTL TPy hepMeHTU: ypeasy, cynepokecuaancmyTasy Ta katanasy.
Ypeasa po3LLEensiioe CeYoBMHY 4O amiaky, sikui 3abeanedvye HeoOXidHI YMOBM ANA PO3MHOXEHHS Ta MiATpUMKKU GakTepin H. pylori B cepemoBuwi wnyHkas.
KonoHisauis moxe Buknukatu micueBy abo cucTeMHy iMyHHy BignoBidb HOCIS Ta NPU3BOAWUTU A0 NOSIBM KIiHIYHMX O3HaK i CUMMNTOMIB, SIK-OT HEeMTpodinbHa
iHiNbTPaLis Ta NpoAyKyBaHHSA cneundidHnx aHTUTin®S. Baktepisi H. pylori Hapa3si BBaXKaeTbCs MPUUMHOIO racTPUTY; TakoX 3 iHdiKyBaHHAM H. pylori noB’a3yloTb
BMpaskoBY XBOPOBY LUMyHKa Ta ABaHaAUSATMMANO! KULLKX 1 HeBUPa3KoBY AMcnencito®.

HasBHicTb H. pylori BU3Ha4aeTbCsi 3a JOMNOMOrOH0 SIK iHBa3UBHMX, TaK i HeiHBa3nBHMX MeToAiB. [lo iHBa3aMBHUX MeTOAIB Hanexartb MociB, riCTOMOrist Ta ypeasHui
€KCMpec-TEeCT, Lo BUKOHYETLCA Ha 3paskax Gioncii’. Yumano cepomnoriyHmx TecTiB, y nepLly Yepry TECTiB Ha OCHOBI BUABNEHHS iMyHornoGyniHie knacy G (I9G),
6yno nepesipeHo 3a AOMNOMOrot iHBa3MBHUX MeTodiB. IHdekuis H. pylori BUknukae sk micueBy, Tak i CMUCTEMHY BignoBiab aHTUTIN. CucTeMHa BiAnoBiab, SIK
npaBuno, BKIOYae TMMYacoBe NiABMLLEHHS piBHS IgM, 3a skuM crigye nigBULLEHHS piBHIB cneumdivHux IgA 11 IgG, wo 36epiraeTbca NPOTSArom ycboro nepiogy
iHdbekuii*. Mo3nTUBHUIA pe3ynbTaT aHanidy Ha aHTuUTIna IgA Moxe MaTu BaXXnMBe KNiHiYHE 3HAYEHHS AN NiATBEPAKEHHS AiarHo3y iHdekuii, 0cobnmeo y Bunagky
HeraTMBHOTO pe3yribTaTy CEeposIorivyHOro aHaniay Ha aHTuTina IgG*. BusHaueHHs aHTUTIN IgA B cupoBaTLi MOXe BMKOPUCTOBYBATWCS SK AOAATKOBUIA TECT [0
aHanisy Ha aHTuTina fo IgG8. BuaHaueHHs1 nokanbHWX piBHIB aHTMTIN IgA i IgG no H. pylori € BUCOKOYYTNMBUM i cneuudiyHMM aHamnisom Ans AiarHOCTUKM
iHdekuii H. pylor®.

0 NPUHUMN Al TECTY

Henpamuii iMyHOXeMintoMiHECLIEHTHWIA aHani3.

PeTenbHO nepemillytoTb 3pa3ok i BydepHuii po3ymnH Ta iHKyOyloTb iX, NOTiM AoaaloTe BydepHUA PO3YMH i MarHiTHI Mikpocdepu, BKpUTI aHTUureHom H. pylori, a
nicns BOHM iHKYOYOTb | NPOXOASATE LMK BiAMMBaHHSA MiCNs ocafpKeHHs B MarHiTHomy noni. IMicnsa uporo gojatoTecs MiTkn ABEI 3 iHLWIMMKM MOHOKMOHaNbHIMK
aHTuTinamm go IgA nogvHu, BiobyBaeTbCs peakuisi 3 YTBOPEHHSIM iMyHOKOMMIMEKCIB Ta iHKyOyBaHHS. icns ocagkKeHHst B MarHiTHOMy noni 3MnvMBaeTbecs
cynepHaTaHT i BUKOHYETbCSA LMKN BigMuBaHHS. licna uboro goaatoTbes ctaptepu 11 2 Ans 3anycky XemintoMiHECLEHTHOT peakLii. IHTEHCMBHICTb CBITNOBOrO
CUrHany BUMIploeTbCA hOTOENEKTPOHHUM MOMHOXYBa4eM Yy BiGHOCHMX CBiTNoBux oguHnusx (BCO) i € nponopuiiHoto Ao koHueHTpaLii aHTuTin IgA go H. pylori,
HasiBHOI B 3pasky.

l PEATEHTU

Cknapg Habopy

KOMMOHEHTH Onuc 100 TeCTI-B y 50 TECTI? y 30 Tecns.s y
Habopi Habopi Habopi

MarHiTHi MarHiTHi Mmikpoccepm, BkpuTi aHTUreHom H. pylori (npubnusHo 4,57 mkr/mn

mikpoccdepu (ng/mL)), y HaTpin-cpocdaTHomMy BydepHomy po3umHi, NaN3 (<0,1 %). 2,5 wn (mL) 1,5 mn (mL) 1,0 mn (mL)

Kan|6paTop. IgA no H pylori B HU3bKilA KOHLEHTpaLii B HaTpili-choccaTtHoMy BydhepHomy 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)

HU3bKOrO PiBHA po3unHi, NaN3 (<0,1 %).

Kan|6pa1'op. IgA oo H pylori y BUCOKiln KOHLieHTpaLii B HaTpii-ghocchaTtHomy BycbepHomy 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)

BUCOKOIO PiBHSA po3unHi, NaN3 (<0,1 %).

Bydep Harpiii-chocatHuin 6ycdpepHuin posumH, NaN3 (<0,1 %). 23,5mn (mL) | 12,5mn (mL) | 8,1 mn (mL)
. Mitka ABEI 3 MOHOKMOHanbHiMK aHTUTINamu 4o nogcbkoro IgA (npubnnaHo

Mirka ABEI 10,0 Hr/mn (ng/mL)) y 6ydepHomy po3umHi Tpic-HCI, NaN3 (<0,1 %). 22,5mn(mb) | 120mn (mb) | 7.8 mn (mL)

Herarushni Harpiit-chocchaTHuii GycepHuii posuiH, NaN; (<0,1 %) 1,0mn (mL) | 1,0mn(mL) | 1,0 ma(mL)

KOHTPOJIbHUI 3pa3okK ’ ! . ’ ’ ’

Mo3utnBHUIA AHTUreH IgA po H. pylori y Bucokiin koHueHTpauii (4,00 og/mn (U/mL)) y

KOHTPONBbHWUI 3pa3oK | HaTpi-doccatHomy 6ydpepHomy posunHi, NaN3z (<0,1 %). 1,0 mn (mL) 1.0 mn (mL) 1.0 mn (ml)

Yci peareHTV HagalTbCA B FTOTOBOMY [0 BUKOPUCTAHHS CTaHI.

MonepexeHHsA i 3acTepeXeHHs

e [IpusHayeHo Ans AiarHoCTUKK in vitro.

® Jlnwe ans NnpodpecinHOro BUKOPUCTaHHS.

e BxwuBanTe 3BMYaNHUX 3aCTEPEXHMX 3ax0paiB, 060B’A3KOBYKX Mif vYac poboTu 3 ycima nabopaTopHUMU peareHTamu.

e Cnif yxuBaTu BiANOBIAHWX 0COBUCTUX 3aCTEPEXHUX 3ax0AiB ANS YHUKHEHHS KOHTaKTy OyAb-AKUX YacTuH Tina 3i 3paskamu, peareHTaMmu Ta KOHTPONbHUMU

3paskamu 1 JOTPUMYBaTUCS MICLLEBMX BUMOT LLOAO0 POoBOTH Nif Yac TECTYBaHHS.

3anopykoto OTPUMaHHS [OCTOBIpHMX pe3ynbTaTiB € [OCKOHane BOJIOAIHHSA TEXHIKOKW aHamidy i 4iTke AOTPUMAaHHS iHCTPYKLi, HaBedeHUX Ha BKMaguii

YNaKoBKW.

He BukopucToByinTe Habip nicns 3akiH4eHHs CTPOKY NPUAATHOCTI, 3a3Ha4YeHoro Ha eTUKeTL.

He BMKOPUCTOBYINTE KOMMOHEHTU 3 Pi3HMX NapTii abo Bif Pi3HWUX peareHTiB 0AHOYACHO.

YHuKaiiTe yTBOpPEHHS NiHW B yCiX peareHTax i npenapartax (3paskax, kanibparopax i KOHTPOSbHMX 3pa3kax).

Yci Bigxoamn BionorivyHmx 3paskiB, HionoriyHnx peareHTiB i BUTpATHUX MaTepianiB, O BUKOPUCTOBYHOTLCS Afsi MPOBEAEHHS TeCTy, chif BBaXaTu NOTEHUiNHO

iHcpbikoBaHMMK 11 yTWUMi3yBaTH iX BIANOBIAHO 4O BUMOT MICLEBUX HOPM.

e Llei BMpi6 MiCTUTb a3na HaTpito. A3na HaTPilo MOXe BCTYNaT B peakLito 3i CBUHLIEM Y1 MiOHUMK enemMeHTamm TpybonpoBogis, yTBOpiotoyM BUbyxoHebeaneyHi
asugu meTanis. Micna ytunisauii cnig npomuTy TpyBuW BENMKOHO KinbKicTio Boan, abun 3anobirtv yTBOpeHHto BiaknafeHs asuais. logaTkoy iHchopmaLiio MoxHa
3HaNTK B nacrnopTax 6e3nekn NpoaykTy, siki HAAATLCA Ha BUMOTY NPodEeCiNHUX KOPUCTYyBaYiB.

MpuwmiTka. MNpo Oyab-aKi cepiosHi iHUMAEHTW, NOB’A3aHi 3 NpUCTpoem, cnig nosigommntn komnaHito Shenzhen New Industries Biomedical Engineering Co., Ltd.

(Snibe) abo ii BOBHOBaXeHWX NPEACTABHUKIB, @ TAKOX KOMMETEHTHI OpraHu BaLLOi KpaiHu.

MoBoaXeHHs 3 peareHTamMu

e [llo6 He gonycTuTK 3abpyaHEHHS, NOTPIOHO BASAraTh YMCTi pykaBMYKuY Nig Yac poboTu 3 Habopom peareHTiB i 3paskamu. [ig yac poboTn 3 Habopom peareHTiB

cnif 3aMiHUTY pyKaBUYKK, SIKi KOHTaKTYBanw 3i 3pa3kamu, Ha YMCTi, OCKINbKM NOTPanMsiHHA MaTepiany 3paska MoXe Npu3BecTu 40 OTPUMAaHHS HeOCTOBIPHUX

pesynbTarTis.

He BukopucToByinTe gedekTHi Habopw, 3okpema Habopu 3 NOPYLLEHOK FEPMETUYHICTIO YLLiNbHIOBaNbHOI NiBKW, KanamyTHUMK peareHTaMu, HasiBHICTIO ocaay

B peareHTax (3a BUHSTKOM MarHiTHUX Mikpocdep) abo Habopu, KOHTPOMbHI MOKa3HUKN SIKMX HEOAHOPA30BO BUXOAMMN 3a MEXi AOMYCTMMOro Aiana3soHy. AKLWo

Habip € nedekTHUM, 3BepHITbCs A0 koMnaHii Snibe abo ii odiviiHoro aucTpub’toTopa.

ABV YHUKHYTW BUMNAPOBYBAHHSI PiAWMHW 3 BIiOKPUTMX HaOOpiB peareHTiB y XONoawurbHUKY, PeKOMEHAOBaHO 3anevataTy BigkpuTi Habopu repMeTusyrouo

NNiBKOI, WO MOCTaA4aeTbCsl pPa3oM 3 YNakoBKOW. YLinbHIOBarnbHa MriBka € O4HOPa30BO; [03aMOBUTU il MOXHA B KoMnaHii Snibe abo ii odiuiiHnx

AncTpub’ioTopiB.

I3 Yacom Ha NpoknaaLi MoXyTb HAKOMUYYBaTUCS BUCOXIT 3arnuvLLKV pPigvH. 3a3Bnyan BOHW SBMSiHOTb COBOI CONMbOBUIA OCaA, i He BNMBAIOTb Ha pe3yrnbTaT aHaniy.
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IHCTPYKLiA i3 3acTOCyBaHHA

® BUKOPUCTOBYIiTE BIiAKPUTUI BIIOK peareHTiB B O4HOMY aHanisaTopi.

® |HCTPYKLiT LoAo nepemillyBaHHA MarHiTHUX Mikpocdep HaBedeHO B PO3Aini LbOro BKnaguiua, NpucBs4YeHOMY MiAroToBLi peareHTIB.

e [lonaTkoBY iHpopMaLiito MPO NOBOMKEHHS 3 peareHTamu nig Yac BUKOPUCTaHHA CUCTEMW HaBEAEHO B IHCTPYKLIT 3 BUKOPUCTaHHS aHanisaTtopa.
36epiraHHA Ta cTabinbHicTb

® He 3amopoxyiTe 610K peareHTiB.

e 36epiranTe Habip peareHTiB y BEpTMKanbHOMY NOMOXeEHHI, o6 3abe3neunT NoBHY AOCTYMHICTb MarHiTHUX Mikpocdep.

® BepexiTb Big NPSAMMUX COHAYHMX NPOMEHIB.

CT1abinbHicTb peareHTiB

Y HenopyLueHi ynakosui npu Temnepatypi 2-8 °C 00 KiHUS 3asiBNEeHOro TepMiHy NpuaaTHOCTI
Y BigkpuTOMY CTaHi npu Temnepatypi 2—-8 °C 6 TWKHIB
YcepeauHi cuctemmn 4 TUXKHI

CTabinbHiCTb KOHTPONbLHMUX 3pa3KiB

Y HenopyLueHi ynakosui npu Temnepatypi 2-8 °C 00 KiHUS 3asiBNEHOro TEPMiHY NpUAaTHOCTI
Y BigkpuTOMY cTaHi npu Temnepatypi 10-30 °C 6 roguH

Y BigkpuTOMY CTaHi npu Temnepatypi 2-8 °C 6 TWxXHIB

Y 3amopoxeHomy cTaHi npu Temnepatypi —20 °C 3 micsaui

KinbKiCTb LMKMiB 3aMOPOXYBaHHS 1 PO3MOPOXYBaHHS He 6inblue 3 pasis

l 36IP | NIArOTOBKA 3PA3KIB
Tunu 3paskis
JInwe 3a3HayeHi HXYe 3pasku NPoMLLM BUNPOBYBaHHA Ta BU3HaHI NpuaaTHUMK ANs aHaniay.

Tunu 3pa3skis MpoGipku ana 36MpaHHA 3pa3kiB
CupoBaTka MpobGipku 6e3 4oAaTKOBUX/AOMNOMKHUX PEYOBUH.
Mna3ma EOTA-K2, EOTA-Na2, renapuH niTito abo renapuH HaTpito

® 3asHayeHi TVNK 3paskiB TecTyBanucs 3 Npobipkamu Ans 36upaHHsA 3paskis, siki 6ynu AOCTYMHI HA PUHKY HA MOMEHT TecTyBaHHSl, TO6TO 6yNno NPOTECTOBAHO He
BCi 4OCTYNHi NpoBipku Bif, yCix BUPOBHWMKIB. CucTemMmn 36MpaHHs 3paskiB pi3HWUX BUPOOHUKIB MOXYTb MICTUTW Pi3Hi MaTepianu, Ski B AesKuxX BUNagkax MOXyTb
BMAMBATK Ha pe3ynbTaTtu TecTiB. Mg Yac BUKOpUCTaHHS Npobipok Ans 36upaHHs 3paskiB crig HEYXMIbHO 4OTPUMYBATUCS BKa3iBOK BUPOOHWMKIB Npo6Gipok.

CraH 3pa3kiB

® He BMKOpPUCTOBYWTE NpenapaTtn 3 TennoBO iHAKTMBaLi€0, HAAMIPHO remMoni3oBaHi 3pa3kun, 3pasku 3 HaaMIpPHOIO rinepninigemieto Ta 3pasku, SKi MaloTb ABHI
03Haku MiKkpoBHOro 3abpyaHEHHS.

e [lepw HiXX NoYMHATK LeHTpUdyryBaHHs, NnepekoHanTecs, Lo npouec koarynsuii B cupoBaTLi NOBHICTIO 3aBepLumnBCs. [esiki 3pa3ku cupoBaTtku, 0COBNMBO B3SITI
B NaLieHTIB, L0 MPUAMAOTb aHTUKOarynsHT1 abo TpomboniTvku, MoxyTe noTpebysatu Ginblie Yacy AnsA koarynsuii. AKWwo novaTy LeHTpudyryBaHHs [0
NOBHOI Koarynsuii, NPUCYTHICTb (iBpUHY B 3pa3ky cMpoBaTKvM MOXe NPU3BECTU A0 OTPUMAHHSA XMOHUX pe3ynbTariB.

e 3pasku He MatoTb MiCTUTK PiGpuUH abo iHWI TBEPAi AOMILLKM.

® BukopucToByiiTe of4HOPa30Bi NiNeTky abo KiHYMKM NINETOK, WOG YHUKHYTU NepeXpPeCHOro 3abpyaHEHHS.

MiaroTroBka Ao aHanisy

e Yci 3pa3ku NoTpibHO NepeBipATM Ha HasiBHICTb NiHW. MNepea novaTkom aHanidy niHy cnig BMAanuTh 3a oMomMorolo nabopaTopHoi nanuyku. BukopuctoByinte
ANt KOXXHOro 3pa3ky HOBY Nanuuky, abu yHUKHYTW NnepexpecHoro 3abpyaHeHHs.

* [lepen nepemilyBaHHAM 3aMOpPOXeEHi 3pa3ku chif MOBHICTIO pO3MOPO3NTU. PeTenbHO nepemiluante po3mMOpOoXeHi 3paskin y BUXPOBOMY 3MilllyBaYi Ha HU3bKiN
WBMAKOCTI abo Wwnsaxom obGepexHoro nepeBepTaHHs. BukoHanTe BidyanbHWIA KOHTPOSb 3paskiB. Y pasi BUSIBNEHHS cTpaTudikauii uM poslapyBaHHs
nepemillante 3pasku, JOKW BOHWU He CTaHyTb BidyaribHO OAHOPIAHUMU. AKLO 3pa3kn He Byno nepemillaHo HanexHWM YMHOM, OTPUMAaHI pesynbTaTn MOXYTb
6yTV HEOCTOBIPHUMMU.

e 3pasku He NOBUHHI MICTUTK (PIBPUH, epUTPOLIMTL 1 iHLWLI TBEPAi AOMILLKW. 3pa3ku, WO BiANOBIAAKTb Ll yMOBI, 3aaTHi 3a6e3neunTn HaginHi pedynstaTtu; nepes
TEeCTyBaHHSAM iX HeOOXigHO LeHTpudyryBaTi. OuneHnin 3pas3ok Crig NepeHecTy 4o BCTaBkM Asi 3pa3kiB abo B 4ONOMiKHY NpoBGipKy Ans TecTyBaHHs. Y pasi
BMKOPUCTaHHSA LIeHTpUdYroBaHNX 3paskis i3 NiNigH1MM LLapoM NepeHocuTH chif nulie oYuLLeHnid 3pa3ok 6e3 ninemiyHoro maTepiany.

e O6’em 3paska, NOTPiGHMIA ANt 0AHOPA30BOro BU3HAYEHHS B LIbOMY TECTi, CTaHOBUTb 10 Mkn (pL).

36epiraHHA 3pa3kiB

3pasku, ouuLLEH Big po3dinoBaya, epuTpoLUTIB i 3rycTKiB, MOXyTb 36epiratucs Ao 8 roamH npu temnepatypi 10-30 °C, go 72 roamH npu temnepatypi 2-8 °C

abo fo 3 micauiB y 3amMopoxeHoMmy cTaHi npu TemnepaTypi —20 °C. 3amMopoxeHi 3pa3ku NpuaaTHi 40 BUKOPUCTAHHS, SIKLLO BOHW 3a3Hanu He Ginblue 2 uuknis

3aMOPOXYBaHHS 1 PO3MOPOXKYBaHHS.

TpaHcnopTyBaHHA 3pa3kKiB

® YnakoBka W MapKyBaHHSA 3paskiB MaloTb BiAMOBigaTW 3aCTOCOBHUMM BMMOraM MICLEBOrO 3aKOHOAABCTBA LLOAO TPAHCMOPTYBAHHA KMiHIYHWMX 3paskiB Ta
iH(pikoBaHMX PeYOBUH.

® [lepesuLlyBaTh HaBeAEHI BULLE OOMEXEHHS LWoAo 30epiraHHa 3abopoHeHo.

H NPOLEQYPA

HapaHi matepianu

AHania Ha IgA po H. pylori (IXJ1A), eTukeTKM 3i LUTPUX-KOAaMWN KOHTPOMNbHUX 3pas3KiB.

HeoGxigHi MaTepianu, Aki He BXOAATL A0 KOMMIEKTY NOCTa4YaHHA

e 3aranbHe nabopatopHe obnagHaHHs.

® [lOBHICTIO @aBTOMaTUYHNIA XEMIMIOMIHECLIEHTHUI iMyHOaHanisaTop Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 2000, Maglumi 2000 Plus, Maglumi
4000, Maglumi 4000 Plus, MAGLUMI X3, MAGLUMI X6, MAGLUMI X8, a6o iHTerposaHi cuctemu Biolumi 8000 Ta Biolumi CX8.

e [lopaTkoBi akcecyapu, MOTPiIOHI ANs 3a3HavYeHnX BULLE aHani3aTopiB, BKMOYaoTb peakuiiHniA Moaynb, cTapTepu 1+2, KOHUEHTpaT AN NPOMUBAHHS, CBITIOBY
npoby, HaKOHEeYHWK i peakuiliHy BCTaBky. [lepenik KOHKPETHMUX akcecyapiB i XapaKTepUCTVKN akcecyapiB Ans KOXHOI Mofeni MOXHa 3HalTu B iHCTPYKLii 3
BMKOPUCTaHHS BignoBigHOro aHanisaTopa.

e [1na oTpMMaHHSA OOCTOBIPHUX pe3yrnbTaTiB TECTY BUKOPUCTOBYIMTE akcecyapu, pekomeHgoBaHi koMmnawieto Snibe.

Mpouepypa aHanisy

MigroToBka peareHTiB

e BuTArHite Habip peareHTIB i3 ynakoBKku 1 OrnsiHbTe BiACiku 6rnoka peareHTiB i 3okpema yLinbHIoBanbHy niiBKy Ha HasiBHICTb BUTOKIB. AKLLO O3HaK BUTOKIB He
BUSIBNEHO, 06€peXHO 3HIMITb YLLiNbHIOBaNbHY NiBKY.

e BigkpuiiTe ABepusiTa 30HW peareHTiB; TpUMamnTe pyyky Habopy Takum 4duHoMm, wob RFID-mitka Gyna nopyy i3 4ytnuBow 30HOK ckaHepa RFID-miTok
(npnbnunsHo 2 c); cuctema nogacTb 3BYKOBUI CUrHan; OAMH 3BYKOBUIA CUrHam 03Havae, Lo peareHT YCrilHO po3ni3HaHo.

e Tpumatoum peareHT BepTUKanbHO, BCTABTE NOro Y BiNbHY AOPiKKY AN peareHTiB.

¢ [lepeBipTe, 41 NpaBuUnbHO BifobpaxaeTbes iHpopMaLlis NPo peareHT y NporpaMHOMy iHTepdeici; KO Lie He Tak, MOBTOPIThb ABa 3a3HayeHi BULLE KPOKM.

e PecycneH3yBaHHS MarHiTHUX Mikpocdpep BigbyBaeTbCsl aBTOMATUYHO MICNS 3aBaHTaXeHHst Habopy, Yum 3abe3nevyeTbCst NOBHE PIBHOMIPHE BiAHOBIEHHS
cycneHsii nepeq BUKOPUCTAHHSM.

KanibpyBaHHsi aHani3y

e BubepiTb TecT Ans kanibpyBaHHsi Ta BMKOHaWTe onepadilo kanibpyBaHHA Ha ekpaHi 30HM peareHTiB. [loknagHily iHpopMaLiio Npo BMOpsAKyBaHHS AaHUX
KanibpyBaHHs AMB. y NPUCBAYEHOMY KanibpyBaHHIO PO3Aini iHCTPYKLIT 3 BUKOPUCTaHHS aHanisaTopa.

e BukoHaliTe NOBTOpHE KanibpyBaHHs 3 4OTPMMaHHSAM iHTepBany, 3a3Ha4yeHoro B LibOMy BKNaguLui.

KoHTponb skocTi

e Y pasi BUKOpPUCTaHHS HOBOI napTii nepesipTe abo 3MiHiTb AaHi KOHTPOIO SKOCTI.

e BukoHalTe 34MTYBaHHS LUTPUX-KOAY KOHTPOIO SIKOCTi, BUOEpITh BiAMOBIAHI AaHi KOHTPOMO SIKOCTi Ta BUKOHaWTe TecTyBaHHA. [loknagHiwy iHopmauiio npo
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IHCTPYKLiA i3 3acTOCyBaHHA
BMOPSAKYBaHHS 3pas3kiB AN KOHTPOIIO AKOCTi AMB. Y MPUCBAYEHOMY KOHTPOIIO AKOCTi PO3AiNi iHCTPYKLIT 3 BUKOPUCTaHHS aHanisaTtopa.

TecTyBaHHA 3paskiB

e [licns ycnilwHOro 3aBaHTaXXeHHs1 3pa3ka BMOEepiTb Lie 3pasok Ha ekpaHi, 3MiHiTb nmapameTpu aHanidy Ans 3paska, sikui Tpeba TecTyBaTu, i BUKOHaNTe
TecTyBaHHS. [loknagHiwy iHdopMmaLito Npo BNOpsSAKYBaHHSA B3STUX Y NalieHTa 3paskiB AMB. y NPUCBAYEHOMY BMOPSIAKYBAHHIO NpenapartiB po3aini iHCTpyKLuii 3
BMKOPUCTaHHS aHanisaTopa.

[Ins oTpUMaHHS MakcumanbHO epekTUBHUX pe3ynbTaTiB NOTPIOHO TOYHO AOTPUMYBATUCH IHCTPYKLT 3 BUKOPUCTaHHSA aHanisaTopa.

Kani6pyBaHHs

BiacTtexeHHs: ue meToz 6yno ctaHaapTM30BaHO LUISIXOM MOPIBHSIHHS 3 PEYOBUHOMD, LLIO BUKOPUCTOBYETLCS koMnaHieto SNIBE ansi BHYTPILLHBOrO KOHTPOMKO SKOCTI.

3acTtocyBaHHs crneujianbHO Npy3HaYeHnx kanibpaTopie Aae 3mMory ckopuryBatu pedepeHCcHy KpUBY 3a AOMOMOrok 3adikcoBaHUX 3HAaYEHb BiQHOCHWUX CBITNOBUX

oaunHuupe (BCO).

MoBTOpHE KanibpyBaHHsi peKOMEHA0BaHeE:!

® y pasi nepexoay Ha HOBY NapTito peareHTiB abo ctapTepis 1+2;

® KOXHi 7 OHiB;

® nicns cepsicHOro 06cnyroByBaHHs aHanisaTopa;

®  SKLLIO MOKa3HMKN KOHTPOSbHMX 3pas3kiB BUXOASATbL 32 MeXi BCTAHOBIIEHOTO Jiana3oHy.

KoHTponb sikocTi

[Ins BU3HAYEHHS BUMOT KOHTPOIIO AKOCTI Af151 LIbOrO TECTY PEKOMEH0BAaHO BUKOPUCTOBYBATU KOHTPOIbHI 3pa3ku; Ans nepeBipkyu eheKTUBHOCTI TECTIB KOHTPOb

cnig NpoBOAMTM 3 OAHWUM MOBTOPEHHAM. 3aranbHi pekomeHAauii LWOoAO0 KOHTPOMK SKOCTi MOXHa 3HanWTM B OnybnikoBaHWMX IHCTPYKLiSX, Hampuknag y

pekoMeHgauisax C24 IHCTUTYTY KniHiYHKX | nabopaTopHux ctaHgapTis (Clinical and Laboratory Standards Institute, CLSI) a6o iHLwmx®.

KoHTponb sikoCTi pekomeHO0BaHO NPOBOAUTU OAMH pa3 Ha AeHb BUKOPUCTaHHS abo 3rigHO 3 BUMOraMun MicLieBUX HOpPM, BUMOramm cepTudikauii Ta npoueaypamm

KOHTpOnto sikoCTi Bawwoi nabopatopii. KoHTponbk SikocTi MoxHa 34ilcHIoBaTH B XO/i NpoBeAeHHs aHanidy Ha aHtutina IgA go H. pylori:

® nicns KOXHoro kaniopysaHHsi Habopy;

e y pasi nepexogy Ha HOBY napTito ctapTepiB 1+2 abo KOHUEHTpaTy ANsi NPOMUBAHHS.

KoHTponbHi 3pa3ku npuaHayeHi Tinbkn ans cuctem MAGLUMI Ta Biolumi 11 BUKOPUCTOBYIOTBCA NuLLe 3 BiANOBIAHMMMW peareHTamu, Lo MatoTb Taki caMi BepXHi

BiciM Undp Homepa MAPTII. KoxeH LinboBui NOKasHUK i Aiana3oH HaBeJeHo Ha eTUKETL.

Mepen BUKOPUCTAHHAM iHLUMX KOHTPOMbHMX 3paskiB Chif OLIHUTK iXHIO CYMICHICTb i3 uuM TecToM. Cnig yCTaHOBUTU BIAMNOBIAHI Aiana3oHy 3HayeHb ANst BCiX

BMKOPUCTOBYBAHUX MaTepianiB KOHTPOO SIKOCTi.

KOHTpOnbHi NokasHUkM mMatoTb ByT B Mexax BCTAHOBMEHOTO Aiana3oHy; SKLWO OAMWH i3 KOHTPOSIbHUX MOKA3HMKIB BUXOAMTb 32 MEXi BCTAHOBMEHOrO Aiana3soHy,

Cnif, BUKOHATW MOBTOPHE KanibpyBaHHsi Ta MOBTOPHE TECTYBaHHSI KOHTPOIbHUX 3pas3kiB. SKLLO KOHTPOMbHI MOKa3HMKKU, OTPUMAaHI NiCNs yCnilWHOro KaniopyBaHHs,

cTabinbHO BUXOASATL 3a MeXi BU3HAYEeHWX diana3oHiB, pesynbTaTi TeCTyBaHHSA NaLEHTIB He cnif AOKYMEHTYBaTK; KpiM TOro, cnia:

® MepeBipuTU, YY1 He CNNMB TePMiH NPUAATHOCTI MaTepianis;

® nepekoHaTucs, LWo 6yno NpoBeAeHO NraHOBE TeXHIYHE 06CNYyroByBaHHS;

® YMNEeBHUTUCS, LLO TECT 3AiNCHIOBABCSA i3 AOTPUMAHHSAM iHCTPYKUIWA, HaBeAeHNX Ha BKNaAuLLi yNakoBKu;

® 3a notpebu 3BepHyTUCH NO JoMomory Ao komnadii Snibe abo ii odiviiHnx gucTpub’oTopis.

AKLWO KOHTpPONbHMX 3paskiB y Habopi HeQOCTaTHLO AN BUKOPUCTaHHSA, 3amoBnsanTe godaTkoBi koHTponi IgA go H. pylori (IXITA) (REF: 1602011014MT) y

komnaHii Snibe abo ii odiLinHnx ancTpmb’oTopiB.

H PE3YIIbTATU

Po3paxyHok

AHanizaTtop aBTOMaTU4HO pPO3paxoBye KOHLeHTpauio IgA H. pylori B koXHOMY 3pasky 3a [OMOMOrol0 KanibpyBanbHOI KpuBOi, sika ByayeTbcs 3a MeToaoM

2-TOYKOBOro KanibpyBaHHsi pedepeHcHoi kpuoi. OauHuueto BuMmiptoBaHHs € oa/mn (U/mL). Ooknapgriwy iHcopmaLilo MOxHa 3HanWTW B iHCTPYKLUii 3

BMKOPUCTaHHSA aHanisaTopa.

IHTepnpeTauis pesynbTaTis

Micns TecTtyBaHHA 142 nauieHTiB i3 NO3UTUBHMM pe3ynbTaToM aHanisy Ha IgA go H. pylori Ta 356 nauieHTiB i3 HeraTMBHUM pe3yrbTaToM aHanisy Ha IgA H. pylori

B Kutai 3a gonomoroto kpuBoi ROC 6yno BM3Ha4yeHo JonyCcTUMi HOPMM, 3HAYEHHS SKUX HaBEOEHO HUXYe:

® BiacyTHICTb peakTMBHOCTI: 3HaueHHst Huxde 3a 1,00 og/mn (< 1,00 og/mn (U/mL)) BBaXaeTbCA HEraTMBHUM.

® HasBHiCTb peakTUBHOCTI: 3HayeHHs, piBHe abo Buwe 3a 1,00 oa/mn (21,00 og/mn (U/mL)), BBaXKaeTbCA NO3UTUBHUM.

MoxnmBi po3bixkHOCTi B pedynbTaTax pisHMx nabopaTopild, Lo NOSCHIOETLCS BIAMIHHOCTSIMM B CKnaai nonynsuii Ta MeTogmkax gocniaxeHHsi. PekomeHgoBaHo B

KOXHiln nabopaTtopii BU3HauMT1 BNacHuii pedepeHTHUI iHTepBan.

 OBMEXEHHA

e PesynbTaTv TECTYy cnif po3rnsgaTt B KOHTEKCTI icTopii XBOPOOU, AaHMX KMiHIYHOrO 06CTEXEHHS NauieHTa 1 iHLWWX gaHuX.

e Akwo pesynbTaTy aHanisy Ha IgA H. pylori He BignoBigatoTb KNiHIYHUM gaHUM, ANs iX NigTBEPAKEHHST HEOOXIOHO BUKOHATU A40OATKOBE TECTYBaHHS.

e 3pasku, OTpUMaHi Big NauieHTiB, SKi npuiMany npenapatn Mywa4ymx MOHOKIMOHaNbHNX aHTUTIN i3 METO AiarHOCTUKM YWY fiKyBaHHS, MOXYTb MICTUTU NIOACHKI
aHTMMmwadi aHtutina (HAMA). Y pasi TecTyBaHHSA Takux 3paskiB i3 BUKOPUCTaHHSIM HabopiB AN aHaniay, Wo MICTATb MULIaYi MOHOKIOHamMbHI aHTWTINa,
MOXHa OTpumaTy XMBHO niaBuLLeHi abo 3HwkeHi peaynbTatn'® 1!, [Ins BU3HAYEHHS AiarHo3y Moxe 3HagobuTMcs godaTtkoBa iHopmalis.

e [eTepodpinbHi aHTUTINA B CMPOBATLi KPOBi MOAUHN MOXYTb BCTynaTu B peakuilo 3 iMyHornobyniHamu peareHTiB, BNMBaOYM Ha pesynbTaTt iMyHoaHanisis
in vitro. Y naujieHTiB, sSiki perynsipHo KOHTaKTyloTb i3 TBapuHaMu abo nNpoayKTaMu CMpoBaTKW KPOBi TBApUWH, iCHYE PU3MK Takoi iHTepdepeHLii, BHacnigok voro
MOXYTb CNOCTEpiraT!Ccsl aHoMarnbHi MokasHUkn'2.

e BakTepianbHe 3apaxeHHs1 abo TennoBa iHaKTUBaLlisi 3pa3kiB MOXe CNOTBOPUTU pe3yrnbTaTu OCNIOKEHHS.

H CNEUU®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y uboMy po3gini HaBeAeHi penpe3eHTaTUBHI XapakTepuUCcTUKL. PesynbTati, oTpyMaHi pisHMMK nabopaTtopisiMu, MOXyTb BiOpi3HATUCS.

TouHicTb

ToyHiCTb BUM3Ha4yanacsa 3a AOMOMOrol TecTy, npenapaTiB i KOHTPONMbHUX 3pa3kiB 3a npoTokonom (EP05-A3) IHCTUTYTY KniHiYHMX | NabopaTopHWX CTaHAaapTiB

(Clinical and Laboratory Standards Institute, CLSI): y ABOX okpemux napanenbHUx BUNPOBYBaHHAX LOAHS NPOTSAroM 5 OHIB y TPbOX Pi3HUX LeHTpax 3

BMKOPUCTaHHAM TPbOX NnapTii Habopis peareHTis (n = 180). Byno oTpymaHo 3a3HayeHi HUx4e pesynbTaTu.

CepepaHe, oa/mn Y Mexax Bunpo6yBaHHsA Mixx BUnpo6yBaHHAMM BiaTBoptoBaHicTb
3pasok (U/mL) CraHg. Bigx., o CraHp. Bigx., | , CraHp. Bigx., |
(n = 180) on/mn (UimL) | 72X0e®-BaP. | o iun (uimL) | % KOeP-BaP- | o imn (UimL) | % ¥oed- Bap.

Myn i3 cuposaTkoto 1 0,630 H/3 H/3 H/3 H/3 H/3 H/3

Myn i3 cuposaTkoto 2 1,179 0,039 3,31 0,018 1,53 0,055 4,66

Myn i3 cuposaTkoto 3 3,310 0,096 2,90 0,049 1,48 0,153 4,62

Myn i3 nna3moto 1 0,631 H/3 H/3 H/3 H/3 H/3 H/3

Myn i3 nnasmoto 2 1,163 0,048 4,13 0,008 0,69 0,058 4,99

Myn i3 nnasmoto 3 3,223 0,101 3,13 0,019 0,59 0,152 4,72

Heraruanuia 0,197 H/3 H/3 H/3 H/3 H/3 H/3
KOHTPONbHWI 3pa3ok

MoanTuaHmit 4,003 0,150 3,75 0,105 2,62 0,226 5,65
KOHTPONbHWI 3pa3ok

AHaniTnyHa cneumdiyHicTb

IHTepdepeHuisn

IHTepdepeHLia BU3Havanacs 3a 4ONOMOro TeCTy; A0 TPbOX 3paskiB i3 Pi3HOIO KOHLIEHTpaLlieto aHanisoBaHOro KOMNOHEHTa A0AaBanucs pe4YoBUHN, NOTEHLINHO
30aTHi CMPUYMHUTY eHoreHHy abo ek3oreHHy iHTepdepeHuito, 3a npoTtokonoM (EP7-A2) IHCTuTyTy KniHiyHuX i nabopatopHux ctaHaaptie (Clinical and
Laboratory Standards Institute, CLSI). Moxnbka BUMipiB ANs pe4yoBWH, 34aTHUX CNPUYMHUTK iHTepdepeHLito, He nepesullye +10 %. Byno oTpymaHo 3a3HayeHi
HIDKYe pe3ynbTaTtu.
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IHTepdepeHuin Makc. piBeHb BiACYTHOCTi BNNnBy IHTepdepeHuin Makc. piBeHb BiACYTHOCTI BNNUBY
Binipy6iH 20 mr/gn (mg/dL) TeTpaumkni 120 mr/gn (mg/dL)
emorno6iH 800 mr/gn (mg/dL) PypaszonigoH 12 mr/gn (mg/dL)
IHTpaninig 1000 mr/an (mg/dL) MeTpoHigason 96 mr/an (mg/dL)
JTioaceki aHTuMuwadi aHtutina (HAMA) 30 Hr/mn (ng/mL) E3omenpason 3 mr/gn (mg/dL)
PeBmartoigHuii daktop 1500 MO/mn (IU/mL) Owmenpason 3 mr/gn (mg/dL)
AAA 398 AO/mn (AU/mL) Pab6enpasony ason 3 mr/an (mg/dL)
3aranbHuin xonectepon 500 mr/gn (mg/dL) JlaHconpason 4 mr/gn (mg/dL)
BaranbHuii IgG 4086 mr/an (mg/dL) MaHTonpason 5 mr/an (mg/dL)
BaranbHuii IgM 364 mr/gn (mg/dL) Inanpason 1 mr/gn (mg/dL)
JleBodpnokcauuH 30 mr/an (mg/dL) Lintpart BicmyTy-kanito 27 mr/gn (mg/dL)
KnapuTpomiuuH 60 mr/gn (mg/dL)

AmMoKCULMNIH 120 mr/gn (mg/dL) I6ynpocpen 144 wr/an (mg/dL)

MepexpecHa peakTUBHICTb
AHani3 mae Bucoky crneumdivHicTs woao aHTtuTin IgA go H. Pylori 6e3 nomiTHOI nepexpecHoi peaktuBHocTi 3 IgA go Campylobacter jejuni, IgA go Bacillus cereus,
IgA po Escherichia coli, IgA no Enterobacter cloacae, IgA o Proteus vulgaris, IgA go Candida albicans, IgA go Enterococcus faecalis, IgA po Klebsiella
pneumoniae, IgA po Helicobacter heilmannii, IgA go Staphylococcus aureus, IgA o Streptococcus pneumoniae, IgA go Fusobacterium nucleatum, IgA go
Clostridium, IgA no Pseudomonas aeruginosa, 1IgG go H. pylori, IgA o HAV, IgA oo HBV, IgA go HCV, IgA no LIMB, IgA po Tokconnaamu, IgA go BIJ, IgA no
Treponema pallidum Ta IgA go BIT.

NMoHapno30BuM «Xyk»-eheKT y BUNaaKy BUCOKMUX KOHLIeHTpauUin

B aHanizax Ha aHTuTINa IgA fo H. pylori He cnocTepiraBcst NOHaAA030BUI «XYK»-€DEKT y BUNaAKy BUCOKMX KOHLeHTpaui (o 1000 og/mn (U/mL)).

KniHiyHa wyTnuBicTb

KniniuyHa 4yTnusicTb aHanisy Ha aHTuTina IgA go H. pylori Bu3Havanacs B Kutai wnsixom TectyBaHHa 191 3paska, BigibpaHoro B o4ikyBaHO MO3UTUBHI nonynsuii
ocib 3 nigTBEpAXEeHHAM aHarni3om CepinHoro BUpOOHULITBA NO3UTUBHOIO pe3ynbTaTty Woao aHTuTin IgA go H. pylori.

KinbkicTb 3paskis HasaBHicTb peakTMBHOCTI Yytnusictb a1 95 %

191 189 98,95 % 97,51-100,00 %
KniniyHa cneuundiyHicTb
KniniyHa cneumdivHicTe aHanisy Ha aHTutina IgA go H. pylori Bu3Havanacs B Kutai wnsxom TecTyBaHHsA 166 3pa3kis, BigibpaHux B O4ikyBaHO HeraTMBHil
nonynsuii ocié 3 nigTBepaXKeHHsIM aHani3aoM cepiiHoro BUpOGHULUTBA HEeraTMBHOMO pe3ynbTaty wondo aHtTutin IgA go H. pylori.

KinbkicTb 3pa3kiB BiacyTHicTb peakTMBHOCTI CneuundivHicTb Al 95 %

166 165 99,40 % 98,22—-100,00 %
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MAGLUMI® Ta Biolumi® € TOproBumu mapkamu koMmnaHii Snibe. Yci iHWi HaliMeHyBaHHSA NPOAYKTIB | TOProBi Mapku HanexaTb BiANOBiAHUM BRacHyKam.
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Ten.: +86 755 215 366 01 dakc: +86 755 28 29 27 40

Shanghai International Holding Corp. GmbH (Europe)
Eiffestrasse 80, 20537 Hamburg, Germany
Ten.: +49 40 251 31 75 ®akc: +49 40 25 57 26

YnoBHOBaxeHU npeacTaBHUK B YKpaiHi:

TOB «Kpartist MeaTexHika», Byn. barroyTiBcbka, 17-21, 04107, m. Kuig, YkpaiHa.

Ten.: 0 800 21-52-32 (6e3onnaTHO MOXYTb TenedoHyBaT aboHeHTH hikcoBaHOro Ta MOGinNbHOro TenedoHHOro 3B'A3Ky 3 Oyab-sKoT
TOYKM YKpaiHu).

EnekTtpoHHa nowTa: uarep@cratia.ua

[ata ocTaHHbOro nepernsiay iHCTPYyKUii i3 3acTocyBaHHs: noTuin 2022 poky
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