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TecT-cuctemu imyHodhepMEHTHI ANA AiarHOCTUKM iH(peKLinHUX 3axBoptoBaHb TY.Y 24.4 — 36555928 — 001:2011
«Vitrotest Anti-Lamblia»
IMyHohepMeHTHa TeCcT-cucTemMa Ana BUABNEHHA aHTUTIN go Giardia Lamblia (intestinalis)

1. MpusHayeHHs

IMyHObepmeHTHa TecT-cuctema «Vitrotest Anti-Lamblia» npusHayeHa ans BusiBneHHs aHTuTin go Giardia Lamblia
(intestinalis) y cvpoBaTLi v Nria3mi KPOBi NIOAUHN.

Tect-Habip mMoxe OyTW 3acToCOBaHM K NS NpoBeaeHHst |PA 3 BUKOPUCTAHHAM aBTOMATUYHMX MINEToK Ta
CTaHgapTHoro obnagHaHHs, Tak i 41 NOCTaHOBKM HA aBTOMaTUYHOMY IMYHO(PEPMEHTHOMY aHani3aTopi BiAKpUTOro Tuny.

2. KniHiyHe 3Ha4yeHHSA

Giardia Lamblia (intestinalis) Buknukae riapaio3 (nsmbnios) — napasutapHy iHBasito, sika NpoTikae y BUrNAAi NaTEHTHOO
napasuToHOCINCTBA Ta MaHipecTHUX opMax (MOpYLIEHHs (DYHKUIA KuweyHuka). 30yaHuK nambniosy pos3noBCHOMKEHMI
MOBCIOAHO, 0COOMMBO Y PErioHaX i3 HWU3LKOK CaHiTapHOW KynbTypoto. OcHOBHMIA Wnsax nepegadi Giardia Lamblia - dekanbHo-
opanbHuid. 3axBOPHOBaHHS PO3MOBCIOMKEHO CEPeS YCiX BIKOBWX rpyn, OCHOBHUIA KOHTUHIEHT CKNafatoTh ATV LOLLKIMBHOIO Biky.

BereTaTusHi (hopmu napasuta iCHYHTb TiNbKW Ha MOBEPXHI CrM30BOI 060MOHKN BEPXHLOIO BiAAINY TOHKOI KULKK. ToMy
naAmbnii MexaHiyHo BriokyloTb Crn3oBy OBOMOHKY Ta NOPYLIYOTb MPUCTIHHE TPABMEHHS W PYXOBY aKTUBHICTb TOHKOT KULLKM.
Nambnii cnpuunHsoTL NOFipLUEHHS BCMOKTYBaHHS XMpiB, BYrneBogiB, BitamiHis C Ta Bi,. Cnig 3a3HauunTy, WWo Yyepes nabinbHicTb
A0 aii xoB4YHMX kucnoT Giardia Lamblia He Moxe Be3nocepeaHbO CPUYMHATM 3aXBOPIOBAHHSI NEYIHKM Ta XONELMCTOXONAHTNITIB,
npoTte 0BYMOBMIOE BTOPUHHY GakTepilHy iHAeKLilo (Yepe3 pednekTOpHy AMCKIHE3il0 XOBYOBMBIOHWX WAsXiB). CumnTomMamu
nambniosy mMoxyTb OyTu: giapes, BTOMMIOBAHICTb, HabpsK, anaTis, BTpaTta Macw Tina, 3HWKEHWA aneTwt, OnigicTb, M'A30Bi
cinaHHs. 3 BOKy LUYHKOBO-KWLLKOBOrO TPaKTy Nsam6Mio3 NposiBNSETLCA FONOBHUM YMHOM Y BUFNSAI EHTEPOKONITY 3 KaTapansHUMK
nposiBamu.

MepLuoyeproBe 3Ha4eHHs y nabopaTopHii AiarHoCTULi NAMONiosy MatoTb NapasUTONOriYHi AOCNIMKEHHS — BUSIBIIEHHS
UMCT y Kani i BeretaTMBHUX (pOopM napasuTa B AyofeHanbHOMY BMICTi. B ocTaHHi poku uynmano yearu Npuginserscs
iMyHogjiarHoCTMLi nsamoniosy. BUBYEHHS aHTUIEHHOI CTPYKTYpPW NapasuTa, MOro iMyHOAOMIHAHTHWX aHTUMEHIB CPUSNIO CTBOPEHHIO
iMyHODEPMEHTHUX TECT-CUCTEM ANS BUSIBNEHHS cneuudiyHmx aHTuTin knacie 1gG, IgM Ta IgA. | Ha cborogHi pesynbtati
CepoNoriyHUX JOCNiZKeHb BPaXOBYTLCSA B KOMMMEKCHIN diarHocTuLi nam6niosy.

3. MpuHumn ananisy

BusaBnenHst aHTuTin go Giardia Lamblia B TecT-cuctemi «Vitrotest Anti-Lamblia» 6a3yeTbcs Ha NpUHLMNI «HENPAMOTo»
TBEpAOMA3HOro iMyHobepMeHTHOrO aHanisy (IPA).

Teepaot asot B TECT-CUCTEMI € CTpUNoBaHui IQA-NNaHLIET 3 nonepeaHbO 3acopbOBaHMMI B NMYHKaX OYULLEHUMM
aHTureHamu Giardia Lamblia. Mig yac iHky6auii gocnigxysaHux 3paskiB B nyHkax |PA-nnaHweTa BinbyBaeThCs 3B'A3yBaHHA
cneundivHux go Giardia Lamblia aHTuTin 3 aHTMreHoM Ha TBepgiit ¢hasi. Mlicns BiMMBaHHS HE3B'I3aHUX KOMMOHEHTIB, B NMyHKM
[OAQETLCA KOH'loraT CyMili aHTMBWAOBMX (cneundiyHnx [o aHTuTin knacie IgG, IgM, IgA) MOHOKMOHAMbHUX aHTWTIN 3
NepoKCUaAa3o XPOHY, WO 3B'A3YETbCA 3 IMYHHUMW KOMMIekcamu Ha TBepgit asi. Hess'sasaHi KOMMNOHEHTW BiOMMBAKOTLCS.
Bisyanisauis yTBOpPEHWUX IMYHHUX KOMMMeEKCiB BinOYBAaeTbCA MNpU BHECEHHI B NyHKM po34mMHy xpomoreHy 3,3'5,5'-
TeTpameTunbeHsmamnHy (TMB). B pesynbTati peakLii po3unH B NyHKax, e YTBOPUIUCh IMyHHi KoMMnekcu, 3a6apBrioeTbCs B CUHIN
konip. Peakuis 3ynuHAETbCS J0LaBaHHAM CTOM-peareHTy, npu LibOMY CUHIN Konip 3abapBrneHuX NyHOK 3MIHIOETBCS Ha XOBTUA.
Pe3ynbTaTt aHanisy BU3HaYaeTbCs Ha CNEKTPOGOTOMETPI Npy JOBXMHI xBuni 450/620 HM.

4. Matepianu Ta obnagHaHHs

4.1 Cknad Habopy

I®A-nnaHwem — 12 cTpunis No 8 NYHOK (3 MOXMNMBICTIO BiOKPEMIIEHHS JTYHOK), 3 iMMOGINI30BaHUMU OYULLEHUMM
aHTureHamu Giardia Lamblia.

Mozumueruil kKoHmposb — 1 Mikponpobipka, Wwo MicTuTb 0,3 M po3dnHY iMyHOrNoBYRiHIB MIOAWHY, CneumudiYHUX 4O
Giardia Lamblia (poxesuit).

HezamueHuil koHmposb — 1 Mikponpobipka, Lo MICTUTL 1 MN HeraTMBHOI CUPOBATKY KPOBI NIOAWHU (KOBTUIA).

Po34un dns poseedeHHsi cuposamok PPC — 1 c¢nakoH, wo Mictute 12 mMn BydepHOro po3umHy 3 eKCTpakToM
MOJSIOKa, IETEPreHTOM Ta KOHCepBaHTamu (chioneTosuit).

Po3yuH koH’roeamy PK — 1 conakoH, Lo MicTUTb 12 Mn 6ydhepHOro po3umHy CyMiLLi MOHOKMOHaNbHUX aHTUTIN Ao IgG,
IgM Ta IgA noauHK, KOH'IOroBaHWX 3 MEpPOKCWAA30K XPOHy, i3 cTabinisaTopamu Ta KOHCEPBAHTOM (3eneHuit). FoToBMA [0
BMKOPUCTaHHS.

Po3yun TMB — 1 ¢hnakoH, Lo MicTuTb 12 M po3unHy TMB i nepekucy BOAHIO 3i CTabinisaTopoM Ta KOHCEPBAHTOM
(6esbapBHMiA).

Po34un dns npomuganHsi Tw20 (20x) — 1 ¢pnakoH, wo mictutb 50 mn 20-Tu KpaTHOTO KOHLEHTpaTy ¢ocaTHoro
Bydepy 3 TaiHom-20 (6e3bapsHui).

Cmon-peazeHm — 1 ¢nakoH, Wo mictutb 12 Mn poayuny 0,5 M cipyaHoi kucnotu (6esbapsHuii).

Kneiika nnieka — 2 apkyLUi NAiBKW 4715 3aKNEOBAHHA NNAHLLETIB Mig vac iHkybauji.

Bnark eHeceHHst npo6 — 1 apkyLu Ans 3anmcy CXEMW BHECEHHS 3paskiB.

IHcmpykyis — 1 ek3emnnap iHCTPYKUiT 3 BUKOPUCTaHHS.
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4.2 [Jodamkosi peakmugu, Mamepianu ma obnadHaHHs

[ins nocTaHoBKM aHani3y HeoOXiaHi Taki AOAATKOBI peakTuBY, MaTepiany Ta 0bnagHaHHs:

— [IeioHi30BaHa abo AMCTMNbOBaHa Boaa;

— (inbTpyBaNbHUIA Nanip;

— MipHi uuniHapw Ha 10, 200 Ta 1000 mn;

— O[IHOPA30Bi PyKaBUYKM;

— PO34MH Nepekucy BoaHto 6%;

— 0JHOpa3oBuit abo YMCTMI NOCY ANs NPUroTYBaHHS PEakTUBIB ((hiakoHu Ta BAHHOUKM);

- Taimep;

— 0JHO- Ta GaraTokaHarbHi aBTOMATUYHI NiNeTkM 3MiHHOMO 06'emy Ha 20, 200 Ta 1000 MKN Ta HAKOHEYHWKM [0 HUX;

— TepmocTart Ha 37°C;

— KOHTENHEP Ans TBEPAMX BiAXOAIB;

— KOHTENHEP AN PidkvX Bigxogis;

— laBTOMaTMYHMI ab0 HanNiBaBTOMATUYHWIA MPOMMBAY NNAHLLETIB (BOLUEP);

- 20pH0- abo DaraTokaHanbHWI CNEKTPOOTOMETP (pigep) Ans MikponnaHweTis Ha 450/620-695 Hwm.
12 ByOb nacka, NPoKOHCynbmylmeck 3 Hamu wodo adanmauii Bawozao 0b611a0HaHHS.

5. 3acTepexeHHs Ta TexHika 6e3neku

5.1.3acmepexeHHs:

— He BUKOPUCTOBYIATE KOMMOHEHTM TECT-CUCTEMM NICNS 3aKIHYEHHS CTPOKY NPUAATHOCTI;

— He BUKOPUCTOBYWTE Mif Yac aHanisy Ta He 3MilLyiTe KOMMOHEHTM Pi3HWX CEpiil Ta KOMMOHEHTH i3 TECT-CUCTEM Pi3HUX
HO300ril;

— He BUKOPUCTOBYWTE peareHT iHLWNX BUPOBHUKIB y noeaHaHHi 3 Habopamm Vitrotest™:

- Mpumimka: [Jonyckaembca sukopucmanHs Posdqury 0nsi npomusanHs Tw20 (20x), Posyury TMB ma Cmon-pea2enmy iHwux cepid, s
8i0pisHsaombea 8id mux, wo sknadeHi 0o mecm-Habopy. Lli peaezeHmu gukopucmosylomsCa 8 iHWUX mecm-cucmemax supobHuymsa TOB ,IBK
,Paminmex”. bydb nacka, npoKoHcynbmylimecs 3 Hamu 0111 ompuMaHHs demarbHoi iHghopmauyii.

— NiCNS BUKOPUCTaHHSA peareHTy 3aKpuBaiTe KOXeH rakoH CBOE KPULLIKOLO;

— YiTKO JOTPUMYITECH PEXUMY NPOMMBAHHS MNAHLLETIB, BKA3aHOMo B MyHKTaX iHCTPYKLi;

— nig Yac NPOMMBAHHS! KOHTPOSTIONTE HAMOBHEHHS Ta MOBHY acnipaLjto PO34uMHY 3 NYHOK;

— KOXXHOrO pasy BUKOPUCTOBYNTE HOBWI HAKOHEYHMK NINETKM ANs BHECEHHS 3paskiB abo peareHTis;

— YHUKaTe NOTpanmsHHA NPSMUX COHSYHUX NMPOMEHIB Ha peareHT TECT-CUCTEMMY;

— po3unH TMB mae Byt 6e36apsHUM abo CBITNO-BNakUTHUM nepes BUKOPUCTAHHAM, SKLLO pO34uH 3abapBreHui B
CMHin ab0 K0BTUIA KOMIp, MOTO He MOXHA BUKOPUCTOBYBATU. YHUKANTE KOHTaKTY po3inHy TMB 3 MeTanamu abo ioHamu meTanie.
[ns poboTy BUKOPUCTOBYIMTE NULLIE YACTWN, PETENBHO BUNOSIOCKAHMIA AMCTUIBEOBAHOK BOAOK NOCYA;

— AN BHECEHHS B NyHKM nnaHweta TMB-cybcTpaTy BUKOPUCTOBYATE MNMLLE HOBI HAKOHEYHMKW, WO He bynn y
BUKOPUCTaHHI;

— Hi B IKOMY pa3i He BUKOPUCTOBYMTE OAMH 1 TOM Xe NOCYA AN PO34MHY KOH'KOraTy Ta XPOMOTEHY.

5.2. TexHika 6e3neku:

— BCi peareHTu Habopy NpuaHaYeHi nuLe 4ns in vitro giarHoCTUKY;

— MOCTaHOBKY aHaridy NpOBOAUTH NULLE Y FyMOBMX pyKaBuuKax;

— He nineTyBaT PO34MHN POTOM,;

— KOHTponi TecT-cuctemu «Vitrotest Anti-Lamblia» npoTectoBaHo Ta 3HaligeHo HeraTBHUMK Ha HBSAg Ta aHTUTInG 40
BIN Y, BI'C, Treponema pallidum, ogHak npawtoBaTy i3 KOHTPONSMM Ta LOCTIMKyBaHUMI CUpOBaTKaMK CRig SiK i3 MOTEHLMHO
Hebe3neYHNM iHEKLiIHUM MaTepianom;

— pigki Bigxoam cnif iHaKTMBYBaTH, HaNPUKIag, PO34MHOM NEPEKUCY BOAHIO Y KiHLEBIl KoHLeHTpaLii 6% ynponosx 3
rOOWH MpMW KIMHATHI Temnepatypi, abo rinoxnopuToM HaTpilo Yy KiHLeBil koHUeHTpauii 5% npoTsarom 30 XBUNMH, abo iHWMMK
AesiHiKyoYMy areHTamu;

—  TBepAi BiAX0AM Crif iHaKTMBYBATK LLNSXOM aBTOKNaByBaHHs npu 121°C ynpogoBx 1 roguHu;

—  HE aBTOKMNaBYWATE PO34MHM, LLIO MICTATb a3ng HaTpito abo rinoxmnopuT HaTpito;

— Cnig yHuKaTu po3bpm3KkyBaHHs po3unHiB TMB Ta cTon-peareHTy, a Takox iX KOHTaKTY i3 Cnn3oBUMY 0BOMOHKaMKM Ta
LLKIpOLO;

-y pas3i po30pu3KyBaHHA PO34YWHIB, IO HE MICTATb KWUCMOTY, Hanpuknag, CMpOBaToK, 0bpobuTn noBepxHiO 6%-M
NEPEKNCOM BOAHIO, @ NOTIM BUTEPTU HACYX0 (iflbTPyBasnbHUM Nanepom.

6. 36epiraHHa Ta cTabinNbHICTL

PeareHTn TecT-cucTeMm cTabinbHi NpOTArOM CTPOKY NPWAATHOCTI BKA3aHOrO Ha eTUKeTLi, KW ix 36epiratm npu
2-8°C.

TpaHcnopTyBaTi Habip npu Temnepatypi 2-8°C. [onyckaeTbcs OAHOPa30Be TPAHCMOPTYBaHHS NMpyU Temnepatypi He
e 20°C npotsarom aBox Aio.
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7. NigroToBKa 3pa3kiB

3paskn cupoBaTkM Y4 Mna3Mu Kposi MOxHa 30epiraTv npu Temnepatypi 2-8°C He 6Ginbwe 3 4i6 nicna 3abopy.
HonyckaeTbest GinbL TpuBane 36epiraHHs 3paskis 3aMopoXeHUMI Npu Temnepatypi Big -20 ao -70°C. 3amoposxeHi 3pasku nepeq
BMKOPUCTAHHAM PO3MOPOXYIOTb Ta BUTPUMYIOTL MPW KiMHaTHIA Temnepatypi ynpogox 30 xBuruH. [licns po3mMopoxyBaHHs
3pasku cnig nepemiwaTi 3aans LOCSTHEHHS OQHOPIAHOCTI. YHUKaWTe NOBTOPHOMO 3aMOPOXYBaHHS-BiATalOBaHHS 4OCIgKyBaHNX
3paskiB. Y pasi MOMYTHIHHS CWMPOBATKM (YM MfasMmm) 3BIMbHAKTLCA Bi, HEPO3YMHHMX BKMHOYEHb LEHTPUGIYTyBaHHAM Mpu
3000 06./xB. npotarom 10-15 xBunuH. He BUKOPUCTOBYITE 3pasku CUPOBATOK i3 BMPAXEHOK MiMmigemietd, reMonisoMm, a Takox
BaKTepiitHMM NPOpOCTOM.

8. MNigroToBKa peareHTiB
Lyxe eaxnugo eumpumamu eci peaceHmu mecm-cucmemu «Vitrotest Anti-Lamblia» npu kimHamHitl memnepamypi
18-25°C npomszom 30 xgunuH neped UKOPUCMAaHHSM.

8.1. Mideomoexa IDA-nnaHwema

[nsa nonepempkeHHs KoHAeHcaLii Boay B nyHkax BigkpusanTe IOA-nnaHLWeT nuiwe nicns BUTpuMyBaHHS 30 XBUIMUH Npu
KiMHaTHIA TemnepaTypi. PoskpuiiTe BakyyMHY ynakOBKY, BiAOKpeMTe HeOOXigHy KifnbKiCTb NMYHOK, @ PeLTy Bigpasy X peTenbHo
ynakyiite Ta 30epiranTe WWiNbHO 3aKPUTMM Ha 3amok (zip-lock) npu Temnepatypi 2-8°C. 36epiraHHs B Takuii cnoci6
ynakoBaHoro nnatiuerta 3abesneyye 1oro cTabinbHICTb NPOTAroM 3 MicauiB.

8.2. Po3yuH 0nsi npomugaHHs1

OnakoH Mictutb 50 mn 20x KoHUeHTpaty Oydepy 3 AeTepreHToM. [nsi MpUroTyBaHHA PO34nHY AN NPOMMBAHHS
po3BeaiTb koHueHTpaT 1:20 (T0670,1+19) AncTunboBaHOW abo AeiOHI30BaHOK BOAOH, NOTIM NepemiwanTe. Hanpuknag; Ha 4 mn
KOHLiEHTpaTy — 76 MN AWCTUNBOBAHOI BOAM, L0 AOCTATHBO AMst O4HOMO CTpuny. Y BUNAAKYy HAsiBHOCTI KpUCTaniB B KOHLEHTpATI
PO34MHY ANs NPOMMBaHHS NporpiiTe nakoH npu 37°C npoTarom 15-20 XBUAKH.

Po3BegeHuin po3unH MoxHa 36epiratit npu Temnepartypi 2-8°C He BinbLue 7 gib.

9. Mpouepypa aHanisy
9.1. MigroTyBatn HeObXiAHY KiNbKICTb NyHOK ANS aHanidy (KiNbKicTb JOCMIMKyBaHUX 3pa3kiB Ta YOTWUPU NyHKU AN
KOHTpONiB), BCTaBUTK iX B pamky IOA-nnaHwweTa. JlyHku 3 KOHTponsmu 060B’'A3KOBO BKMOYATM A0 KOXHOI MOCTAHOBKM aHani3y.
9.2. 3anoBHUTM BnaHk BHeCEHHs Npob.
9.3. MpuroTyBaTth PO34MH AN NPOMMBAHHS 3rigHO MyHKTY 8.2.
9.4. B nyHku cTpunis BHeCTH No 80 MKN po34mHy Ans po3BEAEHHS CUPOBATOK.
9.5. BHecTu B nyHKkW no 20 MKN KOHTPONIB Ta JOCIMKyBaHUX 3pa3kiB: B yHKY A1 — NO3UTUBHMI KOHTPOb, B NyHKM B1,
C1 1a D1 — HeraTMBHWI KOHTPOMb. Y peLuTy NyHOK — AocnimpxyBaHi 3pasku. [1ig yac BHeCeHHs CMpPOBATOK Ta KOHTPONIB 0bepexHo
nineTyinTe Cymil — BigbyBaETLCA 3MiHa KOSTbOPY PO3UYMHY A1 PO3BEAEHHS CMPOBATOK 3 (PIONETOBOTO Ha CUHINA.
9.6. 3akneiTy CTPUNKM KNEMKO NNiBKOK Ta iHKkyDOyBaTh npoTsrom 30 xBunuH npu 37°C.
9.7. Mo 3aKiH4eHHi iHKyDaLji 0BepexHO 3HATU KNerKy MAiBKy Ta NPOMUTU NYHKW M'ATb PasiB 3 BUMKOPWUCTAHHSM
aBTOMaTUYHOrO NpommBaya abo 8-kaHanbHOT NNETKM HACTYMHUM YUHOM:
—  BMAQNUTW BMICT NYHOK B KOHTEMHEP AN PifKWX BiOXOAiB;
—  HanOBHWTW JTyHKW CTPMMiB He MeHL Hix no 300 MK PO34NHOM ANS NPOMMBAHHS, 3anWLWKNTK HEe MeHLL SK Ha 15
CEKyHL,;
— acnipyaTW po34MH 3 MYHOK, 3aNWLLIKOBWA 0B’'€M po3dMHy nicns acnipadii Ha BCiX eTanax NpOMWBaHHA Mae
cKknagaty He Ginblue 5 MK,
—  MOBTOPWUTW NPOLiEAYPY NPOMUBAHHS LLe YOTUPU pasK;
—  icns 0CTaHHbOI acnipaliii No36aBMTCh 3aiBOI BOMOMM, MOCTYKYHOUM NMAHLLETOM Mo inbTpyBanbHOMY nanepy.
9.8. B nyHku ctpuniB BHecTu no 100 MKn po3unHy KoH'toraTy. CTpUnW HaKpUTV HOBOIO KIEKOL0 NITiBKOIO Ta iHKyGyBaTH
npotsirom 30 xBunuH npu 37°C.
9.9. Mo 3akiH4YeHHiI iHKybaLlii 0BepexHO 3HATM KNenKy NMiBKy Ta NPOMUTI NYHKW M'ATb PasiB, K ONMCaHO B MyHKTi 9.7.
9.10. «Po3unH TMB» € roToBIM ANs BUKOPUCTaHHA po3qynHom TMB-cybeTparty 3 nepekncom BoaHio. Po3unH TMB mae
Oytn 6e3bapeHuM, cnig 3anobiraT NOTPANNAHHIO COHAYHOTO MPOMIHHS HA PO34uH. BHocuTK po3umH TMB cnig yncTM HoBuM
HakoHeYHWKOM: obepexHo Bigibpath po3unH TMB 3 dnakoHy i, He TOpKaluMChb 4HA Ta CTIHOK JHOK MIaHLETa, BHECTM MO
100 mkn po3unHy TMB B nyHk.
9.11. InkyBysatu I®A-nnaHwweT npotsrom 30 XBUMMH B TEMHOMY MiCLLi NpK KiMHaTHIA Temnepatypi 18-25°C.
9.12. [InA 3ynuHeHHs! hepMeHTaTMBHOI peakLii BHeCcT B nyHku cTpunis no 100 mMkn cTon-peareHTy, 4OTPUMYIOYMCH
TiET X NOCMIAOBHOCTI, WO | NpY BHECEHHI po34nHy TMB.
9.13. BumMipsaTyt Ha pigepi ONTUYHY FYCTUHY B KOXHIM NyHLL CTpUNIB npu LoBxuHi XBuni 450/620 HM npoTsrom 5 xsunuH
nicns 3ynUHEHHs peakLii. 3BepHiTb yBary Ha YACTOTY 30BHILLHBOT NOBEPXHI [HA NYHOK.
O6nik pesynbmamie aHanizy MOXHa npogodumu 8 OOHOX8USIbLOBOMY pexumi npu OosxuHi xeuni 450 HM, 8 Ubomy
gunadKy cnid 3anuwumu fyHKy 05l 8CmaHoB/eHHS BlaHKY (8 maky nyHKY eHocumu nuwe po3yuH TMB ma cmon-peazeHm).
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10. O6nik pe3ynbTartiB Ta iX iHTepnpeTauis
10.1. [JocmoeipHicmb pesynbmamig aHasnisy:
PospaxyBaTi cepegHe 3Ha4eHHs HEraTMBHOMO KOHTPOITO

O/_ K‘ cepedHe = (O/_ K‘1+ OI_K'Z +OI_K'3)/3

PesynbTaTit aHanisy BBaxaTti JOCTOBIPHAMM, SKLLO:
— onThyHa ryctHa (OF) No3UTUMBHOIO KOHTPOMHO He Hkye 0,8 onThiHMX oauHuLs (O0),
— Or B nyHKax 3 HeraTueHWUM koHTponem (O K-) He Buwe 0,15 OO.
— OMTWYHA TYCTMHA KOXHOTO 3HAYEHHs HEraTMBHOTO KOHTPOMK BifPISHAETbCA He Oinmblue HiX B [Ba pa3n Big
CepeaHbOro 3HaYeHHs HeraTMBHOrO KOHTPOIH, TO6TO
O/_ K‘cepedHc X 0,5 < OI- K‘n < OI_ K'cepech X 2,0

FAKLLO oaHe i3 3HaYeHb HEraTUBHOTO KOHTPOMHO BUXOAMTL 3a MEXi LbOro iHTepBany, Moro BidKOAoTb i PO3PaxoBYOTh
CepeaHe 3HaveHHs K- 3a peLuTow 3HaueHb HEraTMBHOTO KOHTPOIHO.
10.2. Obnik pe3ynbmamig aHanisy.
PiBeHb rpaHuyHOro 3HadeHHs (Cut off) pospaxyBatv fogakum OO CEPEeAHbOro 3HAYEHHS! HEraTUBHOMO KOHTPOIIO
BenuunHy 0,25, T06T0
[paHuyHe 3HayeHHs = OF K- cepeane + 0,25.

[ins KOXHOro JOCNigXXyBaHOM 3paska po3paxyBaTu iHaekc no3utueHocTi (IM)

Of" docnidxyearozo 3paska
paHu4yHe 3Ha4YeHHs

I =

10.3. Ilimepnpemauis pe3ynsmamig

HocnigxysaHi 3pasku i3 3HaveHHsM I Buwe 1,1 BBaxaTv no3utuBHUMM (IM>1,1).

3pasku i3 3Ha4yeHHaM I Huxkye 0,9 BBaxaTV HeratuHUMMK (IM<0,9).

3pasku i3 3HaveHHaM I B mexax 0,9-1,1 BBaxaTi HeBU3HaYeHMU (0,9<IM<1,1). Taki cMpoBaTKWN pEKOMEHOYETLCS
[OCNIAMTM NOBTOPHO B ABOX NyHKax TecT-cucTeMu. FKWO pesynbTaTth 3HOBY OyayTb B MexXax HEBW3HaueHuX, Criif npoBecT
TECTYBaHHSA CUPOBATKKM, OTPUMAHOT Yepes 2-4 TxkHI. B pasi ogepxaHHs HEBU3HAYEHWX pe3ynbTaTiB BBaXaTH, L0 CMpoBaTka He
MIiCTUTb cneumdivHmx go Giardia lamblia antuTin.

11. [liarHOCTMYHi XapaKTepUCTMKMN TeCTy

11.1. CneyucidHicmb ma Yymnuegicms

YyTtnmeictb TecT-cuctemu «Vitrotest Anti-Lamblia» ouiHoBanu 3a SONOMOrOK0 NaHesi 0XapakTepu3oBaHUX CUPOBATOK,
sKa cknagaeTbes 3 42 3paskiB CUPOBATOK KPOBI MIOAMHM, O MICTATb aHTMTINa Ao Giardia lamblia. B TecT-cuctemi «Vitrotest Anti-
Lamblia» Bci cuposaTku Oynn Bu3HaueHi nosuTuBHUMMK. MMpn pocnimkeHHi 158 HeraTWBHWX Ha anTuTing 4o Giardia lamblia
CMPOBATOK NOKa3HWK cneLndiyHoCTi ctaHoBmB Binblue 98%.

11.2. To4Hicmb
BidmeoptosaHicmb pe3ynbmamig 8 Mexax o0Hiei nocmaHosku aHanizy (Intra assay reproducibility)
KoediuieHT Bapiauji (CV) ans ABOX CMPOBATOK 3 Pi3HUM PiBHEM CNELMGIHHMX aHTUTIN OLiHIOBanM B 32 NoBTOpax Ha
[BOX CEpIsiX TECT-CUCTEM.
Ne cupoBatku n CVy, % CVa, %
1385 34 2,9 2,8
336 9,1 4,8 50

BidmeoptosaHicmb pe3ynbmamig Mix pisHUMU nocmaHoskamu aHanizy (Inter assay reproducibility)
KoediuieHT Bapiayii (CV) ans 4BOX CMPOBATOK 3 Pi3HUM piBHEM CeLMiYHNX aHTUTIN OLiHI0BaNM NPOTArOM TPLOX AHIB
Y TPbOX MOCTaHOBKaX aHanidy no 8 NOBTOPIB B KOXHOMY aHanisi.

Ne cupoBartkm in CV, %
1385 31 39
336 9,0 6,2

12. O6MexeHHA aHanisy

[HTeprpeTaLilo [aHWX CeporioriYHOr0 aHanisy pekoMeHOyeTbCa MpOBOAUTA B KOMMAMEKCI 3 pesynbTaTamu
MapasMTOoNOriYHOro AOCTIMKEHHS.

OcTaToyHMi fiarHo3 He Moxe OyTW BCTAHOBMEHMIA NMULLE Ha NigCTaBi pes3ynbTaTiB CEPOSOriYHOMO TECTy, Cnig
BPaxoByBaTW Pe3ynbTaTi KOMNNEKCY TabopaTopHMX Ta IHCTPYMEHTANBbHUX AOCTiZKEHb, @ TAKOX KMiHIYHI NPOsSiBM 3aXBOPHOBAHHS.

He MOXHa NOBHICTIO BUKMIOYUTM NEPEXPeCHi peakLiii 3 aHTUTINaMu 40 aHTUreHIB iHLWWX napasuTiB.

Cneuudiyni go Giardia Lamblia MoxyTb He BUSBNATIACA Y AiTeN 3i CTiKuM | TpUBanumM nsam6nio3om.
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YMOBHi NO3Ha4YeHHs
[HTepnpeTaLis yMOBHUX CUMBOTIB:

IVD «MeanyHuit Bupi6 ans aiarHOCTVKM in vitro»
LOT «Kop naprii»
REF «Homep 3a kaTanorom»

«[lata BUroTOBNEHHSA»

«Bukopuctatn fo»
«TemnepatypHe 0BMEKEHHS»

«MicTuTb gocTatHbO Ans (n-) BUNpobyBaHb»

(’-@-ﬁem

«beperT Big NPAMUX COHSHHUX NPOMEHIBY
«YBara, AMBUCb IHCTPYKLitO 3 BUKOPUCTAHHS»
«BunpoBHuK»

«O3HanOMNEHHS 3 IHCTPYKLiAIMM A4S 3aCTOCOBYBAHHS»

= B>

3 numarHsamMu ma nobaxaHHamu wodo pobomu Habopy 38epmaiimecs 00 8UPOBHUKA:

ToBapucTBO 3 0BMEXEHOH0 BiANOBIAANLHICTIO «IHOBALLIiHO-BMPOBHINYA KoMNaHis «PaMiHTek»
03039 YkpaiHa, m. Kuis, np-T 40-pivust XoBTHS, 7, 0. 227 (opuanyHa agpeca)

07300 m. Buwropog, Kuiscbka o6n.. Byn. LLonyaeHka,19 (dpaktnyHa agpeca)

Ten. +380 44 222-76-72
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Cxema npoBefeHHsA aHani3y B TecT-cuctemi «Vitrotest Anti-Lamblia»

Butpumatu pearentu 30 xB. npu 18-25°C

MpuroTyBaTi pO34nH AN NPOMUBAHHA NNaHwWweTa, po3BecTu 20X KOHLUEHTPAT PO34UHY ANA
npommBaHHa Tw20 ouuwieHoto Bogoto 1:20 (TobTo, 1+19). Hanpuknag, 4 mn po3unHy + 76 Mn Boagm

3anoBHWUTM GnaHK BHECEHHA Npob Ans aHani3y

B nyHku nnaHweta BHecTV no 80 MKN po34nHy ANs Po3BeAeHHA CUPOBATOK

BHecTty no 20 MKkn KOHTPONIB Ta AOCHiAKYBaHUX 3pa3KiB B NYHKK:

A1 - NO3UTUBHNIA KOHTPOSb,

B1, C1, D1 - HeraTUBHMIA KOHTPOND,

E1 Ta pewTa nyHoK — gocnigKyBaHi 3pa3ku

I1id yac eHeceHHs cuposamok eidbysaemb sl 3MiHa KONbOPY PO34UHY 8 JIYHKaxX 3 ¢hiosiemoeo20o Ha CuHill

3akneiTu cTpunu nniskok, iHkydysatn 30 xB. npu 37°C

Mpomuti nyHkm 5 pasis

B nyHku cTpunis BHecTu no 100 Mkn po34nHy KOH'loraty

3akneiTu cTpunu nnisko, iHkydysatn 30 xB. npu 37°C

MpomuTi nyHkm 5 pasis

B nyHku cTpunis BHecT no 100 mkn po3unHy TMB-cy6eTpaty

IHkyOyBaTH nnaHweTt 30 XB. B TeMpABi Npy KiMHaTHIN TemnepaTypi (18-25°C)

B nyHku cTpunis BHecTu no 100 Mkn cton-peareHTy

BumipaTu onTuyHy ryctuHy B nyHkax Ha cnektpodpotometpi npu 450/620 HM

Po3paxyBaTtu rpaHuyHe 3HayeHHs ('3) B TecT-cuctemi «Vitrotest Anti-Lamblia» 3a doopmynoto:
r3=0rK- cepedne 0,25

OI' docrioacysanoeo 3paska

Po3paxyBatu iHgekc nosutusHocTi (IM) ana gocnimxyBaHux 3paskiB: /77 =
cpaHU4YHe 3HAYECHHA

MpoBecTn 06nik pe3ynbTaTiB aHanily 3rigHo Tabnuui:

3HayeHHs M1 PesynbTat

IM 3pasa>1,1 NO3UTUBHUIA
0,9=IM3pasa<1,1 HeBU3Ha4YeHU

IM 3paska <0,9 HeraTMBHUN
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