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LABUA HABIP

ANnA BUABJIEHHA AHK
TOXOPLASMA GONDII

Kam. Ne: LUA-PCR.TOXO.50
Kinekicme mecmis: 50

Jama sunycky incmpykuii: 11-07-2022
Bepcia: 0

AkicHa /1P y peanvHomy yaci onsa eusHa4yeHHs Toxoplasma Gondii
- MifibKu 0718 0ia2HOCMUYHO20 BUKOPUCMAHHS «in Vitro» -

A.MPU3HAYEHHA

Habip ana suasneHHa AHK Toxoplasma gondii [J1P y peanbHomy yaci 3
kogom LUA-PCR.TOXO.50 npu3sHauyeHUn ana AxkicHoro suasneHHa JHK
Toxoplasma Gondii y 3pa3kax niognHu (Nnasma Ta amHioTUYHA piguHa) 3
OAHOUYACHMM KOHTPOJIEM peaKLil eKcTpaKLii/amnnidikaLii 3a gonomoroto
BHyTpiwHboro Kontponto (IC).

Anani3 LUA-PCR.TOX0.50 6yB cTaHAapTV30BaHWUi BignoBigHo Ao 1-ro
MixkHapogHoro ctaHgapTy BOO3 ana IHK Toxoplasma gondii (kog NIBSC
10/242) pna BUPaXXeHHA KOHLeHTpaUii NO3UTUBHOIO KOHTPOIO AK Y
Taxizoitax/mn (ml), Tak i B MixkHapogHux oguHuuax (MO/mn (IU/ml)).

B.BCTYN

Mapasut Toxoplasma gondii Wwnpoko nowmpeHni cepep NogcbKoi nonynauii
i, 32 OUiHKaMW, Bpaka€ Ao 3-1 YaCTUHW HaceneHHs CBITy.

Lle obniraTHW BHYTPILUHbOKNITVHHWA HAUMPOCTILLNIA, WO HANEXMWTb A0 TNy
Apicomplexa, nigknacy Coccidia, sKuii Bpa)ka€ TEMIOKPOBHUX XpebeTHUX,
BKJIIOYAIOUV MO MHY.

Po3mip reHomy ctaHOBUTb 6113bKo 80 M6 (Mb) i cknapgaeTbca 3 11 xpomocom.
Hansaxnueiwym cnocobom nepepadi iHPeKuii o NOAUHU € BXUBaHHSA
noraHo 06po6neHoOro M'ACa, Wo MiCTUTb iHGIKOBaHMI OpPraHi3m.
CinbcbKorocnofapcbki TBapuHW B XapyoBOMY JlaHLIOTy € 3HAaYHUMM
pe3epByapamu T. gondii, O BaXKIMBO Yepe3 MOXNIMBY Nepeaayy NoAvHi, a
TakoX TOKCOMIa3Mo3 3aBAa€ 3HaYHNX BETEPUHAPHUX BTpaT.

Tokconnasmos Ma€ pisHWI pe3ynbTaT, WO 3aneXnTb Bifi B3aEMOAIi 6araTbox
dakTopiB, BKNouaoun GyHKLii iMyHHOI cuctemu.

Binbwictb iHbeKUin NpoTikaloTb 6€3CMMNTOMHO abo NPOXoasaTb y Gpopmi
nerkoi xopobu, Lo NPoxXoauTb camocTinHo. OAHAK Y Naui€HTa Ha BCe XUTTA
3a/IMLIAETLCA NPUXOBaHa iHdEKLis, CpMYMHEHa HasBHICTIO TKAHWHHMX KiCT.
XBopoba Hebe3neuyHa Npu BHYTPILHbOYTPOOHOMY 3aparkeHHi, @ TakoX Ans
nauieHTiB 3 iMyHogediLnToM, 0CO6NMBO AKLLO 3aAiAHUA afanTUBHWI iIMYHITET
(Hanpwuknag, xsopi Ha CHIJ, nenkemii, nauieHT Ha TpaHCNNaHTaLito).
FocTpuin ToKkCconnasmos, OTpUMaHWiA Nif Yac BariTHOCTi, MOXe Npu3BecTy Ao
3arnbeni nnopa abo Ao Cepro3HNX YCKNaAHEHb, TakMX AK CiNOTa, FyxoTa
abo po3naAn LeHTpanbHOi HepBOBOI cucTemu. Lli ycknagHeHHA MOXyTb
NPOABNATUCA Yy HOBOHAPOMKEHWX abo ni3Hilwe B XWTTI Ana Aiten,
iH}iKOBaHNX BPOKEHO.

KoHTaKT i3 3a6pyAaHeHUM 061M4UYAM MOXKe CTaHOBUTU MOTEHLiiHY Hebe3neky
ONA BariTHUX XiHOK.

[liarHocTnKa ToKconnasmo3y 3a3Buyai 6asyeTbca Ha BUABMIEHHI aHTUTIN 3a
[IOMOMOroI0 CEPOSIOriYHOro aHanisy 3a gonomoroto IOA, arnioTUHAUINHNX
TeCTiB ab0 iHWMNX IMyHOMETPUYHUX METOfiB, TaKUX AK BecTepH-6n0T abo Tect
6apBHuKa CabiHa-OenbamaHa.

Y TOW e yac ceponoriuHi METOAN MOXYTb BYTU FipLIMMK Y OCi6 3 0cnabneHum
imyHiTeTom, y xBopux Ha CHI[ abo y npeHaTanbHMX BUMagKax. Y Takmx
nauieHTiB akTyanbHUM € BUKOpUCTaHHA MJ1P AK fiarHOCTUYHOrO iHCTPYMEHTY.

C. MPUHUUN TECTY

Habip LUA-PCR.TOXO.50 3acHOBaHWIN Ha aHanisi B peanbHOMy u4aci, Lo
BMKOpUCTOBYE cneumndiuHi Mpaiimepu Ta Mpobu.

IOHK Toxoplasma Gondii, BugineHy 3 gocnigxysaHoro 6ionoriuHoro 3paska
Ha eTani eKcTpakuii, amnnidikyloTb 3a gonomoroto cuctemu amnnidikauii B
peanbHoMy uaci. AmMnnidikoBaHWIN MNPOAYKT BUABMAITb | BM3HauYaloTb
KiNbKiCHO 3a CTaHZAPTHOO KPMBOIO 3a JONOMOrOt0 NPo6u dbriyopecLeHTHOro
KOHTPONIbHOrO 6apBHUKA, cneundiyHOro AnsA AyXKe 4acTo MOBTOPIOBaHOI
(200-300 pasziB) reHomHoi nocnigosHocTi TOXO.

leteponoriunnii  BHyTpiwHin  koHTponb  (IC)  cnyXuTb  KOHTponem
ExcTpakuii/AMnnidikaLii fna KoXKHOro okpemo 06po6ieHoro 3paska 3 METOK
ineHTndiKauii iHribiTopis peakuii.

Bucokono3sutmeHuin koHtponb (CTRL-H) i HW3bKOMO3WUTUBHWIA KOHTPOSb
(CTRL-L) HapatoTbCa AK KOHTpoNi peakuii MNP,

D. KOMMOHEHTU
CraHpgapTHuin  dopmat
peareHTV ana 50 TecTiB.

npogykty 3 kogom LUA-PCRTOXO.50 mictutb

MapkyBaHHA Ta

LUA-PCR.TOXO.50

LG LT BMicT 50 tecTiB
A
KoA: ALL/MM5
KOJIbOPOBE MaiicTep-mikc x1 d’“a"z’”l/)o'm
KOAYBAHHS: maim
nPO30PUN
B X 2 GpnakoHu
KOJ:TOXO/CB L . (pO3UnHNTYM 3
KONbOPOBE np’l‘;’d’é’:}';‘/’;;’;gﬁm 06'emom ALL/C,
KOAYBAHHA: 3a3HayeHNM Ha
YKOBTUN eTuKeTLji dpnakoHa)
C
KOA:ALL/C
KONIbOPOBE MG Bopa x2 ¢”af°”l)"'/ 1.5 mn
KOAYBAHHS: m
YEPBOHUN
NTC
KOA:ALL/NTC HeratusHuin x 1 ¢nakoH/1.5 mn
KOJIbOPOBE KOHTPOIb (ml)
KOAYBAHHA: BN
CTRL-L
Hn3bKONO3UTBHMIA
KOHTPOJIb
(4.0x10" TaxizoiTis/mn X 8 ¢pnakoHis
(ml) a6o 3.5x10" MO/mn NiodinizosaHui (po3unHKTYK 3
(IU/ml)) AicHMN o6’emom ALL/C,
Hn3bKoNo3UTMBHMIA 3a3HaYeHMM Ha
KO[: TOXO/CTRL-L eTukeTwi dnakoHa)
KOJIbOPOBE
KOAYBAHHA:
POXXEBUN
CTRL-H
BucokonosntunsHmmn
KOHTPOJb
(4.0x10* TaxizoiTis/mn X 8 pnakoHis
(ml) a6bo 3.5x10* MO/mn NiodinizosaHui (po3unHKTYK 3
(IU/ml)) AicHWUN o6’emom ALL/C,
BucokonosntusHmmn 3a3HaYeHMM Ha
KOA: TOXO/CTRL-H eTukeTwi dnakoHa)
KOJIbOPOBE
KOAYBAHHA:
®IONIETOBUN
I.C.
BHYTpILLHIN KOHTPONb X 2 GpnakoHu
NiodinizoBaHui (pO3unHUTY 3
KOA:ALL/IC BHyTpiwWHIN o6'emom ALL/C,
KOJIbOPOBE KOHTPOJIb 3a3HayYeHMM Ha
KOAYBAHHA: eTuKeTui dpnakoHa)
3EJIEHUN

Bknagnw iHcTpyKuii

IHCTpYKUia no
3aCTOCYBaHHIO

BaxnuBa npumitka: 3a 3anutom Jlabloet Moxe HapgaTu peareHTn ans 25,
100, 150 TecTiB, fIK 3a3HAaY€HO HMXKYe:

1. KomnoHeHT A x1 ¢nakor/0.4 mn (ml) X2 pnakoHn/0.825 mn (ml) X3 pnakornun/0.825 mn (ml)
2. KomroneHT B X1 pnakoH x4 pnakoHn X6 prakoHis

3. KomnoHeHT C x1 ¢nakor/1.5 mn (ml) X2 pnakoHn/1.5 mn (ml) x3 pnakonu/1.5 mn (ml)
4. NTC X1 ¢nakor/1.5 mn (ml) x1 pnakon/1.5 mn (ml) x1 ¢nakor/1.5 mn (ml)

5 IC X1 ¢pnakoH x4 pnakoHun X6 pnakoHis

6. CTRL-L X4 dpnakoHu x4 pnakoHun X6 pnakoHis

7. CTRL-H x4 dpnakoHu x4 pnakoHn X6 pnakoHis

8. IHcTpykuia 1 1 1

Kinbkicrb Tectis 25 100 150

Kop LUA-PCR.TOX0.25 LUA-PCR.TOX0.100 LUA-PCR.TOX0.150

E.36EPIFAHHA TA CTABUIbHICTb

Habip LUA-PCR.TOXO.50 HeobxigHo 36epiratn npu +2...8 °C (°C). Micna
po3unHeHHA KomnoHeHT B (kopgyBaHHa TOXO/CB) i KomnoweHT IC
(kogyBaHHsa ALL/IC) ctabinbHi npotsarom 4 micauis npu -20 °C (°C). Micna
PO3UMHEHHA KOMMOHEHTIB MNO3UTWBHI koHTponi BUCOKWIA i HW3bKWUN
(kogoBaHi TOXO/CTRL-H, TOXO/CTRL-L) cTabinbHi NpOTArom 2 TVXHiB Npw -
20 °C (°C). AKWO KOMMOHEHTN MOBUHHIi BWUKOPUCTOBYBATWUCA fuLIe
nepiognyHo, ixX CNif 3amMopoXKyBaTV B anikBoTax, Clif YHUKATU NOBTOPHOro
PO3MOpPOXYBaHHA Ta 3aMOPOXyBaHHA. [lonycKaeTbca nuwe opfHe
PO3MOPOXYBaHHSA.



F
1
2
3
4.,
5.
6
7
8
9
1

11.
12.
13.
14.

0.

. MATEPIANIN, HEOBXIAHI, AJIE HE MOCTAYAIOTbCA 3 HABOPOM

Kani6poBsaHi mikponineTtku (0.5 mxn (ul) < 06'em < 1000 mkn (ul)).
Habip ana ekcrpakuii AHK.

MG EtOH.

PBS.

Tepmo6nok.

MikpoueHTpudyra.

LTaTmBm ona npobipok.

CTepunbHi $inbTpoBaHi HAKOHEUYHWKYM 3 aePO30JIbHUM Hap'epom.
BesHykneasHi Mikponpobipku.

0.2 mn (ml) mikponpobipkn abo mikponnaHwetn ana TP,
peKkoMeHA0BaHi BUpobHuKkamu npunagis ana MJ1P y peanbHomy yaci.
OpHOpasoBi pyKaBMYKM 6e3 TanbkKy.

Tepmouwknep gna MJIP y peanbHomy yaci (¥).

Abcopbytoui nanepoBi cepBeTKy.

BopTtekc abo nogibHi iHCTPyMeHTM AnA 3millyBaHHSA.

(*)_YBara: [liicHe KanibpyBaHHA YncTux 6apBHUKIB (daitn KomnoHeHTiB Pure Spectra) i
doHy (daitn KoOMNOHeHTIB GOHY) Ma€ BUKOHYBATMCA PErynsapHO.

G. MONEPEAXKEHHA TA 3ACTEPEXXEHHA

1.

Habopom noBuHeH KopucTyBaTMcA nuwe  KBanipikoBaHMA Ta
HaneXHNM YMHOM MiAroTOBNEHWI TEXHIYHWI NepCcoHan nig HarnAaaom
nikaps, BignosiganbHoro 3a naboparopito.

TexHiYHU nepcoHan MOBWMHEH MPOWTM FMOBOKY MiAroTOBKY LOfO
BUKOPUCTaHHA TepmouMKNepiB Yy peanbHOMY u4aci, MaHinynauii 3
peareHTamy MoneKynspHoi 6ionorii Ta npoTokonis amnnidikayii MNP y
peanbHOMYy yaci.

OnAa npoBefeHHsA Takoro TWMy aHanisy Habip HeobxigHO
BMKOPWCTOBYBATU B NlabopaTtopii, cepTndikoBaHiin Ta KBanidikoaHil
HauioHanbHMM opraHom Yy uin ranysi (MiHiCTepCTBOM OXOpPOHMU
3[0POB'A YN aHaNOTiYHVM OPraHOM).

Becb nepcoHan, sikuin 6epe yuyacTb Yy MpOBefeHHi aHasi3y, NOBUHEH
HOCUTU 3aXWCHWU NabopaTopHU ofAr, pyKaBUUuKU 6e3 TanbKy Ta
okynapu. Cnig yHVMKaTu BUKOPUCTaHHA Byab-AKUX rocTpux (ronku) abo
pixkyunx (nes) npuctpois. Becb 3anyyeHuin nepcoHan noBuHeH GyTu
HaBuYeHMWii npoueaypam 6iobe3neku, AK pekomeHpoBaHo LleHTpom
KOHTPONIO 3axBoptoBaHb, ATnaHTa, CLUA, a TakoX noBigoMNA€ETbCA B
ny6nikauii HauioHanbHoro iHcTUTYTy oXopoHm 3gopoB’a: «biobe3sneka B
MiKpob6ionoriuHmx Ta 6iomeauyHNX nabopatopisax», Bug. 1984 pik.

Becb nepcoHan, AKni 3aiMaeTbca 06POOKOID 3pasKiB, MOBUHEH OyTU
BakUMHOBaHUN npotn BIB Ta BIrA, anAa AkvMx BakUWMHW AOCTYMHI,
6e3neyHi Ta edeKTUBHI.

HeobxigHO KOHTponioBaTh NlabopaTopHe cepefoBuLle, WO YHUKHYTU
3abpyAHeHb, TakMX AK MU abo MIKPOOHI areHTW, WO MepeHoCATbCs
NOBITPAM, Mif Yac BiAKPUTTA G1akoHIB 3 HAOOPY | KOMMOHEHTIB, @ TAKOX
nig Yac NpoBefeHHA TecTy.

KomnoHeHTn A i B cBiTnouyTnuBi. 3axmcTiTh iX Bif BNAUBY CUNbHOTO
cBiTNa.

YHuiKaiiTe BibpaLjii noBepxHi cTeHAy, fie NPOBOAUTLCA BUMPOOYBaHHS.
OtpumaBLlum Habip, 36epiraite noro npu temnepatypi 2..8 °C (°C) y
XONOAWIIbHYIKY 3 KOHTPOJNIEM TeMMnepaTypy a6o B XONOAHIN KiMHaTi.

He o06MiHIONTE KOMMOHEHTM MK Pi3HUMK MaApTiAMKW  HabopiB.
PekomeHayeTbCA, Wo6 KOMMOHEHTY MiXK ABOMa Habopamu oaHiel napTii
He MiHANM MicuAMM.

MNepekoHalnTecs, WO peareHTV NPOo30pi Ta He MiCTATb BUANMUNX BaXKNX
YaCcTMHOK abo cKynueHb. fAKWO Hi, MopeKkoMeHAynTe KepiBHUKY
nabopatopii po3noyat HeobXigHi NpoLeaypw i3 3amiHn Habopy.
YHukante nepexpecHoro 3abpyAHEHHA MiX 3paskamu,
BMKOPMWCTOBYIOYN OAHOPA30Bi HAKOHEUYHWKM Ta 3MiHolouM ixX nicna
KOMHOrO 3pa3kKa.

YHUKaTe nepexpecHoro 3abpyAHeHHs MK peareHTamu Habopy,
BMKOPMWCTOBYIOUN OAHOPA30Bi HAKOHEYHMKM Ta 3MiHI0UM X MiX
BMKOPWCTaHHAM KOXXHOTO 3 HUX.

He BuKopucToByiTe Habip nicna 3akiHYeHHA TepMiHY MPUAATHOCTI,
3a3HaYEHOroO Ha 30BHILUHbOMY KOHTENHepi

Po3rnagaiite BCi 3pa3ku AK NOTEHUINHO iHpeKUiHI. 3 ycima 3pa3kamu
CUPOBATKW/MNA3Mu IIOAVHN C1ig NOBOAUTUCH HA PiBHi 2 6iobe3neku, K
Lie pekomeHaye LleHTp KOHTponto 3a 3axBoptoBaHHAMY, ATnaHTa, CLLA,
BiANOBIAHO A0 Ny6niKauii IHCTUTYTY OXOpOHY 380poB's: «biobe3sneka B
MiKpob6ionoriyHmx Ta 6iomeauuHnx nabopatopisx», Bug. 1984 pik.
36epiraiiTe Ta eKcTparyite 3pasku OKpemo Bif iHLINX peareHTiB Ta
BMKOPWCTOBYITE OKpeME NPUMILLEeHHS A1 pO6OTM 3 HUMMK.

PosuuHite  niodinizoBaHi peareHTM 3 NPaBWIBHOK  KiNbKICTIO
(3a3HaveHolo Ha eTukeTkax) KomnoHeHTa C (KkogyBaHHA: ALL/C), wo
NoCTa4ya€eTbCs B HAbOPI.

BukoHyiiTe Bci poboui onepauii sAkomora wsuawe, 36epiraoun
KOMMOHEHTU Ha Nbofy abo B 0XON04XKYyBanbHOMY 610Li.

Pob6ounin npouec nabopatopii Ma€ BifbyBaTNCsA B OQHOCNPAMOBaHOMY
HaMpAMKY, NouYMHalouM 3 30HW eKCTpakuii Ta nepexoasaunm A0 30H

20.

21.

22.

23.

Amnnidikauii Ta AHanisy agaHux. He nosepTaiiTe 3pa3ku, o6nagHaHHA Ta
peareHTM B 30Hy, fie Gyny BUKOHaHi nonepepHi Aaji.

BrvkopuncToByBaTV O4HOPA30BUI NNACTUKOBUIN NOCYA PEKOMEHAYETbCA
ONA NPUroTyBaHHA PIAKMX KOMMOHEHTIB abo Ans nepeHeceHHs
KOMMOHEHTIB Ha aBTOMaTM30BaHi poboui micus, Wo6 YHUKHYTU
nepexpecHoro 3abpyaHeHHs.

Bigxoaw, wWo yTBOpUAUCL Mifg Yac BUKOPWUCTaHHA Habopy, cnig
yTUNi3yBaTN BiANOBIAHO A0 HaLiOHaNbHWUX AVMPEKTUB Ta 3aKOHIB, L0
CTOCYI0TbCA TabOPaATOPHUX BiAXOAIB XiMiYHUX Ta 6iONOriYHUX PEUOBVH.
30Kpema, pigKki BigxXoaw, WO YTBOPIIOTbCA BHACNAOK npouenyp
eKCTpaKLil, MOBUHHI ByT 06pPO6NEHi AK MOTEHUINHO iHdeKUiiHNIA
maTepian Ta iHaKT1BOBaHi Nepea yTunisadieto. He gonyckante KOHTaKTy
BifIX04iB eKcTpaKLii 3 BigbinoBauem.

Bunapkosi po3nuBM 3paskiB Ta Mig 4ac pobOTM MNOBMHHI OyTn
apcopboBaHi  ManepoBVMK  PYLIHUKaMK, 3MOYEHVMMK MOOYTOBUM
BigbintoBauem, a noTim Bogoto. MMOTiIM PYLIHUKM CRig yTURi3yBaTn y
HanexHi KOHTelHepw, Npu3HauyeHi AnA NabopaTopHUX/NiKapHAHUX
Bigxogi..

[HWwi BigXoAW, WO YTBOPHWTLCA BHACNIAOK BUKOPUCTaHHA Habopy
(NpUKNaa: HaKOHEeYHMKW, WO BMKOPWUCTOBYIOTbCA ANA 3paskiB), cnig
06po6NATM AK NOTEHUINHO iHPeKUiliHI Ta yTuni3yBaTy BigNoBigHO Ao
HaUiOHaNbHUX AMPEKTMB Ta 3aKOHIB, WO CTOCYIOTbCA 1abopaToOpHMX
Biaxoai..

H. 3PA3KU: NIArOTOBKA | PEKOMEHALIT

1.

10.

KpoB 3abrpa€eTbcs acenTnyHO WAXOM BeHEeNYHKL;i, i nna3ma rotyeTbcs
i3 3acTOoCyBaHHAM CTaHAapTHVWX METOAMK MiAroTOBKM 3pa3KiB AnA
KIiHiYHOro nabopaTopHOro aHarnisy.

3ab6ip aMHIOTUYHUX PigUH HeobXiAHO NMPOBOAUTY Yepe3 16 TVKHIB Bif
noyaTtky BariTHOCTI Mif MOCTIIHUM YNbTPa3BYKOBMM KOHTPOJIEM.
[oTpuMylouncb  BCTAHOBMEHMX | 3aTBEPAXKEHUX  KAiHIYHUX
pexkomeHAaaLin.

He cnoctepiranoca BnnuBy BHacNifoOK NiAroTOBKM 3paska 3 LMTpaTom
abo EATA.

YBara: lenapuH (=10 MO/mn (IU/ml)) BnnvBae Ha peakuii MNJ1P.

He cnif BuKopuncToByBaTK 3pasku, 3i6paHi B Npobipky, Lo MicTATb
renapuH AK aHTUKOarynaHT. TakoX He MOXXHa BUKOPVCTOBYBATU 3pa3ku
nayi€eHTIB i3 remapuHom.

YHuKaiiTe 6yab-AKOro foAaBaHHA KOHCEPBAHTIB 1O 3pa3KiB.

3pa3Kku NOBUHHI ByTU UiTKO ifeHTUdIKOBaHi Kofamu abo Ha3Bamu, L6
YHUKHYTW HEMPaBWUIIbHOTO TYMaYeHHA pe3ysbTaTiB.

lemoni3oBaHi («4epBOHI») Ta MOMITHO rinepninemiyHi («MONOYHI»)
3pa3Kku Cif BigKVMHYTU, OCKINIbKM BOHW MOXYTb MPU3BECTM [0 XUOHYX
pe3ynbTaTtiB. 3pa3ky, WO MICTATb 3anvwkyu GibpuHy abo BaxKMx
YaCTMHOK YM MIKPOOHI HWUTKM Ta TiNa, Cif BigKUAaTy, OCKiNbKMA BOHU
MOXYTb NMPU3BECTW A0 XMOHUX pe3ynbTaTiB.

Mna3my Ta aMHIOTUYHY PiAUHY, AKLLO BOHW He BUKOPMWCTaHi HeramHo,
nicns 36opy HeobxigHO 36epiratn npu -20 °.. -80 °C (°C). 3pa3Kku MoXHa
36epiratn 3amopoxkeHumn npu Temnepatypi -80 °C (°C) npoTarom
Kinbkox  MmicAuiB. Byab-AKi  3aMOpOXeHi  3pa3km  He  cnif
3aMOpPOXKyBaTU/PO3MOPOXKYBaTU Ginblue OfHOro pasy, OCKINbKM Le
MO>e BMIMHYTN Ha pe3ynibTaT TecTy.

3pa3ku nnasmu ans ekctpakuii IHK HeobxigHO BigbypaTu BignoBigHO
[0 3BMYaHMX NabopaTopHUX NpoLieAyp, TPAHCMOPTyBaTy Ta 36epiratu
npu +2-8 °C (°C) NpoTArom Mmakcumym 4 rofiviH. 3paskv nnasmy MoXHa
36epiraty 3amopoxeHumu npu -20 °C (°C) makcumym 30 gHiB abo npu -
70 °C (°C) npoTarom 6inbLu TpMBaNoro nepiogy.

[na onTumanbHoro 36epiraHHA 3paskiB MU PeKOMEHIYEMO PO34innuTH
iX Ha KinbKa anikBoT (MiHiManbHuUiA 06’'em 300 mkn (pl)) i 36epiratn
3amopoxeHummn npu -20 °C (°C) makcumym 30 gHiB a6o -70 °C (°C)
npoTArom 6inbl TpuBanoro nepiofy. YHWKanTe MNOBTOPHUX LMKIIB
3aMOPOXKYBaHHA/PO3MOPOXKYBAHHS.

3pa3ky aMHIOTUYHOT piaVMHKM HeobXigHO UeHTpudyryBatn nepeq
ekcTpakuieto  [OHK i  posunmHutmn B PBS  BignosigHo  po
3aranbHONPUIAHATUX NabopaTopHuX npoueayp. 3pas3ky amMHIOTUYHOI
PiAVHM HeO6XiAHO TPaHCMOPTYBaTU Ta 36epiraTyi Npy TeMnepaTtypi +2-
8 °C (°C) He 6Ginblue 4 roaviH. 3pa3kM aMHIOTUYHOI PIAVHU MOXHa
36epiratu 3amopoxeHumMm npu -20 °C (°C) makcumym 30 AHiB abo npw -
70°C (°C) npoTarom 6inbLu TpMBaNOro nepiogy.

BrkopucToByloun  3aMOpOXKeHi  3pasky, PO3MOPOXYNTE  3pasku
6e3nocepefiHbO Mepep eTanom eKCTpakLil, Wob YHVUKHYTU po3nagy
HYKNEiHOBOI KNCNIOTK.

3pa3ku LinbHoi neprdepnyHoi Kposi Ansa ekcTpakuii JHK noBrHHi 6yTn
3ibpaHi B EDTA 3rigHo 3  pekomeHpauiamu  nabopatopii,
TpaHcrnopTyBaTucAa Ta 36epiratuca npu +2-8 °C (°C) npoTtsarom
MaKkcMmyM 3 [HiB. He 3amopoxyiiTe 3pasku UinbHOI nepudepunyHoi
KPOBi, W06 YHNKHYTU Ni3UCy KNITUH | BTPATW BiPYCHOTO TUTPY.



1. NIArOTOBKA KOMMOHEHTIB | MOMEPEAXKEHHA

Maicrep-mikc:

KomnoHeHm A. ToTOBWIN A0 BUKOPWCTaHHA. MNepes BUKOpUCTaHHAM Jobpe
nepemillanTe Ha BOpPTeKCi Ta KOPOTKO LieHTpudyryiiTe, wob 3ibpatn Becb
o6’em.

MONEPEAXEHHA: Komnonenm A yymnueuti 0o ceimna. 3axucmime lio2o
8i0 ensiusy cunbHoz20 ceimna.

Mpaiimepu/Mpo6u:

KomnoHernm B.

. LleHTpudyrynte dpnakoH npu 11000 06/xB (rpm) NpoTArom 1 XBUANHW.

. Ob6epexxHo BIAKPUIATE  KPWLIKY ¢nakoHa, YHUKaloun gucnepcii
NMOPOLLKY.

. OfHOPIAHO pPO3unHITL JliodinizoBaHnin KomnoHeHT B 3 o6’'emom
KomnowneHTa C (kog: ALL/C), 3a3HaueHUM Ha eTuKeTLi dnakoHa.

. TpyMmanTe MOro Ha CTOMi NPUHaNMHI 10 XBWAWH NPW  KiMHaTHIN
Temnepatypi (15 °C (°C) < KT < 25 °C (°C)).

. MepemiwariTe Ha BOPTEKCi.

NMONEPEAXEHHA: Komnonenm B yymaueuti 0o ceimna. 3axucmime liozo
8i0 ensiusy cunbHoz20 ceimna.

MG Boga:
KomnoHeHm C. TOTOBMI O BUKOPUCTAHHS.

HeratnBHuit Kontponb:
NTC. ToTOBUI O BUKOPUCTAHHSA.

NosutnsHuin Koutponb:

KomnoneHm CTRL-L.

. LlenTpudyryiite dpnakoH npu 11000 06/xB (rpm) NpoTarom 1 XBUAKHN.

e  ObepexHo BigKkpuiiTe KpullKy nakoHa, YHUKaloum aucnepcii
NMOPOLLKY.

. OpHopigHo po3uuHiTh JliodinisosaHuin CTRL-L 3 06'eMom KomnoHeHTa
C (koa: ALL/C), 3a3HayeHUM Ha eTuKeTUi prakoHa.

. TpymanTe MOro Ha CTOMi NPUHaNMHI 10 XBWAWH NpW  KiMHaTHIN
Temnepatypi (15 °C (°C) < KT < 25 °C (°Q)).

. MNepemiwarTe Ha BOpTEKCi.

KomnoHesm CTRL-H.

. LleHTpudyrynte dpnakoH npu 11000 06/xB (rpm) NpoTArom 1 XBUANHW.

. Ob6epexxHo BIAKPUIATE  KPWLIKY ¢nakoHa, YHUKaloun gucnepcii
NMOPOLLKY.

e OpHopigHo po3uuHiTh JliodinizoBaHuin CTRL-H 3 06'eMom KomnoHeHTa
C (koa: ALL/C), 3a3HaueHUM Ha eTuKeTLi dnakoHa.

. TpumainTte 1oro Ha cToni MpuHaMMHi 10 XBUAWH NpU KiMHaTHIR
Temnepatypi (15 °C (°C) < KT < 25 °C (°C)).

. MepemiwariTe Ha BOPTEKCi.

BHyTpiWwHii1 KOHTpONb:

LC

. LleHTpudyrynte dpnakoH npu 11000 06/xB (rpm) NpoTArom 1 XBUANHW.

e ObepexHo BigKpuiiTe KpullKy nakoHa, YHUKaloum aucnepcii
MOPOLLKY.

e OpHopigHo po3uuHiTh JliodinisoBaHuin I.C. 3 06'emom KomnoHeHTa C
(kog: ALL/C), 3a3HaueHVM Ha eTUKeTLi ¢pnakoHa.

. TpumainTte 1oro Ha cToni MpuHaMMHi 10 XBUAWH NPU KiMHaTHIR
Temnepatypi (15 °C (°C) < KT < 25°C (°C)).

. MepemiwariTe Ha BOPTEKCi.

L. NPUAAAN TA IHCTPYMEHTW, WO BUKOPUCTOBYIOTbCA B

KOMBIHALIIi 3 HABOPOM

1. MikponineTkn noBuHHi 6yTn BigKanibpoBaHi, a TakoX MNOBUHHO
NPOBOANTVCA  PEerynspHe 3He3apaxeHHsa (mobytosuin cnmpt, 10%
po3unH BigbinioBaua, aesiHdikytoui 3aco0bM MefMUHOro NPr3HaYeHHs)
TVX YaCTUH, SIKi MOXYTb BUNaAKOBO KOHTAKTyBaTy 3i 3pa3koM. Ix Takox
cnip  perynapHo obcnyroByBaTW, WO6 MoKasaTh TOuHicTb 1% Ta
npaeamBicTb +/- 5%.

2. Mpuctpin pna ekcrpakuii: Ha6ip LUA-PCR.TOXO.50 nprsHaueHunn gna
BUKOPWCTAHHA TiNbKW B KOMbiHaUii 3 Habopom QlAamp Viral DNA Mini
3 Kogom 51306 (QIAGEN) Ta Habopom NucleoSpin Blood 3 kopom
740951 (Macherey Nagel). KiHueBi KopucTyBaui MOBWHHI CyBOPO
[OTPUMYBATUCA IHCTPYKLT 3 BUKOPUCTAaHHA, HaAaHOT BUPOOHNKaMU.

3. Tepmouuknepu B pexumi peanbHoro yacy: Habip LUA-PCR.TOXO.50
npusHayeHWn AnA  BUMKOPUCTAHHA  TiNbKM B MOEAHAHHI 3
Tepmounknepamu  peanbHoro 4vacy ABI 7500, nporpamHum
3abe3neveHHam SDS Bepcii 1.3.1 (Applied Biosystems), MX3000P,

nporpamHum 3abesneyeHHAamM MxPro Bepcii 4.01 (Stratagene) Ta CFX96,
nporpamHum 3abesneyeHHam CFX manager Bepcisa 1.7 (Biorad).
KiHueBi KopucTyBaui NOBUHHI CyBOPO AOTPMMYBATUCA IHCTPYKUiT 3
BVMKOPUCTaHHA Npunagis, HaaaHoi BUPOOHMKaMM.

M. KOHTPOJIb TA MAHINYNALYII O NPOBEAEHHA AHAJI3Y

1. lMepeBipTe TepMmiH NpPUAATHOCTI HAGOPY, HAAPYKOBAHUIA Ha 30BHILLHIiA
eTUKeTUi KopobKu 3 Habopom. He BUKOPUCTOBYNTE, SKWO TEPMIH
NPVAATHOCTI MUHYB.

2. [epeKoHanTeCh, WO PiAKi KOMMNOHEHTU He 3abpyAHeHi YacThHKamm abo
CKYMUYEHHAMY, BUAUMVMW HEO36pO€eHNM OKoM. [epeBipTe, Un Ha AHI
¢dnakoHiB 3 niodini3oBaHMMM KOMMOHEHTaMK MPUCYTHIN Aobpe
chopmoBaHuii arperart. [lepekoHanTecs, Wo Npy TPaHCMOPTYBaHHI He
CTanocA NosIOMOK i He MPONUTO PIAVHY BCEPEANHI KOPOOKMU.

3. Po3uuvHitb JliodinizoBaHi KOMMOHEHTVM 3 BIAMNOBIAHO KiNbKICTIO
KomnoHeHTa C (Boga MG), Ak onncaHo y BignosigHomy po3gini (1).

4. YBIMKHITb Tepmouuknepw, nepesipTe HanawTyBaHHA Ta
nepeKkoHamnTecs, Wo BUKOPUCTOBYETE NPaBUIIbHMIA NPOTOKON aHanisy.

5. CyBopo [oOTpuMyiTecb MOCIOHMKAa  KOpuUCTyBaya, HajaHoro
BMPOGHVKaMK, ANA NPaBWIbHOTO HaNaLITYBaHHA TEPMOLMKIEpIB AnA
BM3HAUEHHA B PEXUMi peanbHOro yacy.

6. [epeBipTe, U BCTAHOBIEHI MIKPOMINETKN Ha HEOOXiAHMUI 06'EM.

7. NepeBipTe, um Bce iHWe o6nagHaHHA AOCTYMHE Ta roToBe [JO
BMKOPUCTaHHA.

8. Y pasi BUHVKHEHHSA Npobnem He NPOJOBXYWTe TECTYBaHHSA i NOBioOMTe
npo e KepiBHUKa.

N. MPOLIEQYPA AHANI3Y
AHani3 NnoBMHeH MPOBOAWUTUCA BIAMOBIAHO A0 TOroO, WO MOBIAOMNAETHCA
HUXKYe.

N.1 Ekcrpakuia HK
Kpok ekctpakuii reHomHoi [JHK Toxoplasma Gondii mae nposogutnca
BUKJTIOYHO B MNOEAHAHHI 3 TaKnMM Habopamu:

5 Koa
Marepian Onuc Ha6opy Bupo6HuK
ﬂ{1a3ma/AMH|0TMHHa Nucleospin Blood 740951 MN™
pigvHa
Mna3sma/AmHioTnyHa Habip . ™
pipvHa QIAamp DNA minie | 21306 | Qiagen

Mpumimka: lNeped sudineHHam JHK ueHmpugyeysamu 3pasku amHiomu4HUX
piduH (10 000g, 5 xeunux), sudanumu cynepHamaHm i po3yuHumu ocad y 200
MK (ul) cmepunsHozo PBS.

BuginenHa [HK noBrMHHO npoBOAWTUCA TiNbKW 3rigHO 3 iHCTPYKUi€E,
HafiaHoto BUpoOHUKom (QIAGEN™, MN™).

Baxknuea npumimka: Y npouefypax eKcTpakuii HeobxigHO CyBOpO
BMKOPWCTOBYBATU HACTYMHi 06'eMu:

06'em EkcTpakuii 3paska: 200 mkn (pl)
06'em entooBaHHA: 100 mkn (pl)

OHK, 3i6paHy i3 3pa3KiB, He BMKOPWCTaHy Nif Yac aHanisy, cnig 36epiratv
3amopoxeHoto (-20 °C (°C)/-80 °C (°C)).

Baxnuea  npumimka: IC  Habopy  LUA-PCR.TOXO.50
suUKopucmosy8amu 8 npoyedypi i301ayii AK KOHMPOIb eKCMPAakyii.
3HaqeHHs BHympiwHb020 KoHmposmio Ct sukopucmosyemecsa 0nA OUYiHKU
moeo, yu 6yna npoyedypa ekcmpakuyii JHK eukoHaHa npagusneHo (us. po30in
Q.

MOXHa

Ansa ybozo 3acmocyeaHHsa 0odaiime 5 mkn (ul) I.C. 0o 6ycpepa ons nisucy
ma cymiwi 3paskie i npoodoexylime, dompumyio4ucb IHCMpPYKUii 3
eKkcnayamauii, HadaHoi eupo6Hukom Habopy 0ns ekcmpakuyii.

N.2 MocraHoBKa peakuii

Habip LUA-PCR.TOXO0.50 npu3sHayeHWin AN BUKOPUCTAHHA BUKIIOYHO B
KombiHauii 3 ABI 7500, nporpamHum 3abe3neyeHHsm SDS Bepcii 1.3.1
(Applied Biosystems), MX3000P, nporpamHum 3abe3snedyeHHsam MxPro Bepcii
4.01 (Stratagene), Ta CFX96, nporpamHum 3abe3nedyeHHsm CFX manager
Bepcii 1.7 (Biorad).



N.2.1 NiarotoBka MJ1P
Baxnueo: [puknad cxemu po3nodiny HasedeHo 8 Po3dini O. byde nacka,
38epHiMbCs 00 Hb020 Neped NOYaMKOM onepauiti, ONUCAHUX HUXYe.

. MNigrotyinTe KOMNOHEHTU, AK onucaHo B Po3gini l.

. NigroTyiiTe HeobXigHY KinbKicTb peakuiHMx npobipok abo 96-
JIYHKOBUI peakuiHW NnaHwWweT AnA AOCNiAXKyBaHUX 3pas3KiB Ta Ans
Mo3nTNBHOro KOHTPONIO (NiArOTOBNEHMX, AK ONMCaHO B po3Aini l).

Baxnuea npumimka: Buxkopucmosyliime nuwe onmuyHi npobipku a6o
MiKponnaHwemu, peKkoMeHO08AHI BUPOOHUKAMU MepMoyuKsepie 0N
BU3HAYEHHs 8 peXUMI peasbHo20 Yacy.

. BpaxyiiTe, WO 3pa3Kku, AKLO Lie MOXIIMBO, MOBUHHI 6yTy aHanioBaHi B
[IBOX NPUIMIPHMKaX.

. BkniouiTb npurHanmHi 1 npobipky ana NTC (HeraTMBHWIN KOHTPOSb).

. MNpurotynte Amnnidikauiiiny Cymiw pana  3paskis, NTC Ta

no3nTuBHUX KoHtponiB (CTRL-H, CTRL-L), Ak nokasaHo B Tabnuui

HUXKYe:
(1.C. ak AMnnidikauiliHuit KOHTPONb)
KinbKicTb peakuiii x1 x12
A Marncrep-Mikc 12.5 mkn (ul) 150 mkn (ul)
B Mpanmepwn/Mpobu 2 mKn (pl) 24 mkn (pl)
I.C. BHYTpILUHI KOHTPOSb 0.5 mkn () 6 MK (ul)
3aranbHumn
o6'em 15 mkn (pl) 180 mkn (pl)

Baxnuea npumimka: fikujo BHympiwHit koHmpone 6ys 0odaruli nid 4yac
npoyedypu 8udinenHs [HK, npuezomyiime Amnnigikauiliny cymiw 0ons
3paskie, NTC ma nost X KC ponie (CTRL-H, CTRL-L), sk nokaszaHo 8
mabnuui Huxye:

KinbKicTb peakuiii x1 x12
A MawcTtep-Mikc 12.5 mkn (ul) 150 mkn (ul)
B Mpanimepwn/Mpobu 2 mKn (pl) 24 mkn (pl)
C Bopa MG 0.5 mkn () 6 MK (ul)
3aranbHumn
06'em 15 mkn (pl) 180 mkn (pl)

N.2.2 Mpoueaypa amnnidpikauii

e  [Jlopante 15 mkn (pl) AmnnidikauinHOl cymili B KOXHY peakuiiiHy
npobipKy abo NyHKy Ans MiKponiaHLeTa.

. Hopaiite 10 mxn (ul) 3paskiB, NTC, CTRL-H Ta CTRL-L fo peakuinHux
npobipokK.

. LinbHO 3aKpuiiTe peakuiiHi npobipKu.

. KopoTko ueHTpudyrynte peakuinHi npobipku npu 2000 06/x8 (rpm).

. He 3anuwaiite peakuiiiHi Nnpobipkn npu KiMHaTHI Temnepatypi (KT)
6inblue HiXX Ha 30 XBMAVH i Nig BNIMBOM CBiTNa (HakpuinTe Npobipku).

. 3aBaHTaXTe  peakuiiHi  nNpobipkm B Tpumauy  TepmobGnoky
Tepmouwmknepa AnA BU3HaYeHH:A B PeXMi peasibHOro vacy.

. MicnAa  onepauin  HanawTyBaHHA, onucaHux y Pospgini N3
(MporpamyBaHHA Npunagy), 3anycTitb Tepmouuknep.

Baxxnuea npumimka: JliodinizoBaHi KOMMOHEHTU NiC/A PO3UYMHEHHA B
KomnoHeHTi C (Boga MG) cTabinbHi He Ginble 3 roguH npu 36epiraHHi Ha
nbogy abo npu Temnepatypi 2-8 °C (°C).

HeBukopuctaHmin o6’em KomnoHenta B, CTRL-H, CTRL-L ta I.C. MoXHa
3amopoxyBaTtu npu -20 °C (°C) i BUKopMcTOBYBaTH, AK onncaHo B Po3gini E.

N.3 MporpamysaHHa npunagy
[ina nporpamyBaHHA npunagy 3BepHiTbCA A0 IHCTPYKUii 3 ekcnnyatauii
npwnagy, HagaHoi BUPOOHMKaMM.

Baxxnuea npumimka: [ns Mx3000P ecmaHogime «HanawmysaHHs
nidcuneHHs ginempa»: ROX = x1, FAM = x8, JOE = x1. (0us. IHcmpykuiio 3
ekcniiyamauii npozpamtozo 3abesnedeHHs MxPro™ QPCR, cmop.41).

N.3.1 TemnepatypHuii npodinb
TemnepatypHuii Npodifib HaBeAeHO B TabNULi HXKYE:

Kpok LUvkn Temnepatypa Yac
1 1 50°C (°C) 2 XBUIVHN
2 1 95°C (°C) 10 XBUNWH
3 50 95°C (°C) 15 ceKyHp
60°C (°C) (*) 1 XBUINHA

BAXNNBA NMPUMITKA: (*) KpoK ans 36opy AaHUX Y peasibHOMY 4aci.
MOMEPEAMKEHHA: 3BepHiTb yBary, wob HanawTtyBatu Tepmouuknep Ans
BM3HAUYEHHA B PEXMMi peanbHOro vacy 3 npaswibHUM TemnepaTypHUM
Mpodinem, soTprmyloumch NOCIGHMKa KOPUCTYBaYa, HAAAHOTO BUPOOHMKOM
npvnagy.

N.3.2 Bubip JleTekropiB

[NleTekTOopyn MaloTb 6yTK BMOPaHi BiANOBIAHO A0 TOrO, L0 ONMCAHO B Tabnuui
HUXK4Ye, | BIiANOBIAHO [O (HCTPYKUiI 3 ekcnnyaTauii Tepmouumknepis
peanibHOro Yacy, Lo BUKOPUCTOBYIOTLCA.

BHyTpiwHin .
DeTteKkTopn TOXO Kotpons (IC) ﬂ:;v;s:::
Mpunap ®nyopodop ®nyopodop P P
ABI 7500 SDS FAM - Hema JOE - Hema ROX
STRATAGENE
Mx3000P® FAM JOE ROX
BIORAD CFX96° FAM VIC -

BignosigHo po IHCTpyKUii 3 ekcnnyaTauii TepmoumKknepa aAnsa BU3HaYeHHA B
pexumi peanbHoro yacy (ABI 7500 Applied Biosystems, Mx3000P Stratagene,
BioRad CFX96), BMbGepiTb TUN 3pa3ka Ta 3aBaHTaXTe [JeTeKTopu, fAK
3a3HauYeHo B TabnuLi HUXKYe:

Twun 3paska CTRL 3PA30K (HeBigomuia) NTC
[eTteKkTopn [eTteKkTopn [eTteKkTopn
BCI TOXO TOXO TOXO
NPUNALON IC (onuinHo) IC IC

MOMNEPEAKEHHA: CnigkynTe 3a TMM, Wwo6 HanawTysat Tepmouuknep ans
BM3HAYEHHA B PEXMMIi peanbHOro yacy 3 BiAMOBIAHUMYW HanawTyBaHHAMMN
3rigHO 3 MOCIBHNKOM KOPMCTYBaya, HafaHOro BUPOGHMKOM.

0. CXEMA AHANI3Y
HwKue HaBefeHo NprKNag cxemv po3noginy Ans aHanisy:

Mikponnarnwiem a6o npo6ipku

1 2 Bl
CTRL-H
A (4.0x10* Taxizoitis/mn (ml) abo 3pa3ok 6
3.5x10* MO/mn (1U/ml))
CTRL-L
B (4.0x10" Taxizoitis/mn (ml) abo 3pasok 7
3.5x10" MO/mn (IU/ml))
C NTC 3pasok 8
D 3pa3okK 1 3pa3ok 9
E 3pasok 2 3pa3ok 10
F 3pasok 3 3pa3zok 11
G 3pasok 4 3pa3ok 12
H 3pa3ok 5 3pasok 13

Nerenpa: NTC = HeratuHuin KoHtponb; CTRL-H, CTRL-L = MNo3uTtneHMin KoHTponb AHK
Toxoplasma gondii, 3pa3ok 1, 2, 3i T. A. = 3pa3Ku, WO OLIHIOITbCA.

P. BHYTPILLHIA KOHTPOJ1b AKOCTI
P.1 HanawtyBaHHA nepep noYaTKOM aHanisy

MepLw HiX noyaTu iHTepNpeTaLito AaHuX:
- BctaHoBiTh  «Baseline/lMouaTkoBi
dnyopecueHUii), K 3a3HaUeHO HMXKYe:

ymoBu»  (piBeHb  $OHOBOI

«Baseline/lMouyaTkoBi ymoBu»
ABI™PRISM® 7500 SDS | ABTOMaTW4HO BCTAaHOBJIEHI MOYATKOBI YMOBU
BIORAD™ CFX96° ABTOMaTMYHO PO3pPaxoBaHi MOYaTKOBI
YyMOBMU
ApanTtuBHi noyatkoBi ymoBu (He
sukKopucmosytme anzopumm Mx4000
v1.00-v3.00)

STRATAGENE™
Mx3000P°




- BcraHosiTb BpyuHy «Threshold/Mopir» ¢pnyopecueHuii FAM/JOE/VIC.

FAM «Threshold/IMopir» ¢nyopecueHyii

ABI™PRISM® 7500 SDS 0.1
STRATAGENE™ MX3000P° 0.1
BIORAD™ CFX96° 300

JOE/VIC «Threshold/Mopir» ¢pnyopecueHuii

ABI™PRISM® 7500 SDS 0.1
STRATAGENE™ MX3000P° 0.02
BIORAD™ CFX96° 150

P.2 Anani3 paHunx

Mepesipka Ha Brcokomy/Hn3bKkoMy MO3WUTUMBHMX KOHTPOMAX NMPOBOAWNTHLCA
Ljopasy, KON BUKOPUCTOBYETbCA Habip, LWob nepesipnTH, Yn BifNOBiAalTb
XHi 3HaueHHa Ct ouiKyBaHMM i 3a3HaUYeHVM y TabnuLi HUXKYe.

ABI™PRISM~ 7500 SDS - STRATAGENE™ Mx3000P° -
- BIORAD™ CFX96°
Bumorn
20.0 < Ct (Moporosuin umkn) < 24.0
30.5 < Ct (Moporosuii umkn) < 34.5

Mepesipka FAM
CTRL-H
CTRL-L

Q. IHTEPMPETALIA PE3Y/IbTATIB TA YCYHEHHA HECNIPABHOCTEN
MNepepbavaeTbcs, WO ANA  KOXHOro 3paska ¢nyopecueHuisa  FAM
(nosutmBHe/HeratBHe 3HaueHHAa Ct) i dnyopecueHuia BHyTpiwHbOro
KoHTponio JOE nigtBepmkytoTb BuaBneHHa [IHK Toxoplasma, Ak onvcaHo B
Tabnuui HUXKue:

T. gondii FAM BHVTDIT(;"E“ Klzmponb PesynbTart AHanisy
3PA30K 20<Ct<40 BIPHO

MNO3UTUBHUN Ct > 40 ab0 HEBU3HAYEHO BIPHO*
3PA30K 20<Ct<40 BIPHO

HETATVIBHUW Ct > 40 abo HeBM3HaYeHO HEQINCHUNIA**

*Bucoka nouatkoBa KoHueHTpauis OHK TOXO (nosutusHuin curHan FAM) moxe
npussect Ao 3HWXKEHOIO um BIACYTHbOIO ¢nyopecueHTHoro  CurHany
BHYTPILWHbOro KoHTponio |.C. 3a paxyHOK KOHKYpeHLii peareHTis.

**[po6nemMn MoXXyTb BUHUKHYTMW Ha eTani amnnidikauii (HeedekTrBHa amnnidikauia abo
il BipCyTHiCTb) abo nip yac eTany eKkcTpakuii (HafBHICTb iHriGiTopiB abo nouaTkoBWi
3pasokK, WO MICTUTb HEAOCTATHIO KiNbKICTb KNITUH), WO NPU3BOANTb [0 HENPaBUIbHOIO
pe3ynbTaty. [poueaypy TecTyBaHHA HEOOXiAHO MOBTOPWTK, MOYMHAKUM 3 eTamy
EKcTpakLii, BUKOPUCTOBYIOUM CBIXWIA 3pa30K, OTPMMaHWI Bif NauieHTa.

Pesynbtati, oTprmaHi 3a gonomoroio Habopy LUA-PCR.TOXO.50, noBuHHI
6yTV iHTepnpeTOBaHi BifnoBiaanbHYM nabopaTopii 3 ypaxyBaHHAM KIiHIYHUX
CMMNTOMIB NaLi€HTIB Ta iHLWNX N1aboPaTOPHKX MapKepiB iHpeKLii.

Moxnusi HacTynHi pe3ynbTaTti:

Ta6nuus ycyHeHHA HecnpaBHOCTel

FAM | JOENIC PesynbTar NEPEBIPUTU
BAX/INBO: Buncoka noyaTtkosa
KOHLieHTpaLlif [HK TOXO
3PA30K KOPEKTHU (nosutuesHuin  curHan FAM) Moxe
HeBinOMMii + +/- PE3YNbTAT npussect Ao  3AHVMKEHOIO un
A [osumuerut BIACYTHbOIO dnyopecueHTHOro
curHany BryTpiwHboro Kontponio I.C.
3a paxyHOK KOHKypeHLiii peareHTiB.
1. wob KOMMOHEHTY 6ynun
nifiroToBNEHi NPaBUIbHO;
VBAFAI 2. wo B npouenypi aHanisy He 6yno
[OMYLLEHO XKOAHO! MOMUNKN;
MOMKIIUBICTb: 3. wo BubpaHi 6apBHUKM  ANA
€ FAM pns
3PA30K IHriGyBarHs, TOXOi JOFTNIC ans |.C. BUsiBNeHHs;
. . - - 4. wo AHani3s 6yno BWKOHaHO 3
Hesifomuit nomuska B
) NPaBUNbHAMK  HaNalWTyBaHHAMMN
npoueaypi abo npunagy;
HenpaswbHe P i .
. 5. Wo Habip npaBunbHO 36epiraBca;
DYHKLiOHYBaHHA A
. 6. WO MoTeHUiNHi iHribiTopu MNP He
npunaais .
3abpyaHUAN NPobipku;
7. wob npoueaypa ekcTpakuii byna
BUKOHaHa NpaBusbHO.
KOPEKTHUI
3P.A3OK . - + PE3YNIbTAT
HeBifomuit .
He2amusHud
BAXJ/INBO:  Bucoka novaTkosa
KOHLIeHTpaLia OHK TOXO
- (nosutuBHuin  curHan FAM)  moxe
H/CCTI?RLL-L + +/- KPCI)E';E’JISI‘II;"-I"?‘II{I npussect Ao  3AHUMEHOIO un
BIACYTHbOIO ¢$nyopecueHTHOro
curHany BHyTpiwHboro Kontponio 1.C.
3a paxyHOK KOHKypPeHLii peareHTiB.

1. O KOMMOHEHTN Gynu MiaroToBneHi
NpaBunbHO;
2. wo B npoueaypi aHanisy He 6yno
YBATA! [AOMYLLEHO XOAHOI NOMUNKK;
3. wo BubpaHi 6apBHUKN oans
CTRL- MOXMBICTb: BuABNeHHA € FAM ana BuABNeHHs
- - TOXO i JOE/VIC ana I.C. BuABNEHHs;
H/CTRL-L X
Momunkn B 4. wo AHanis 6yno BWKOHaHO 3
ninetysaHHi abo npasunbHUMK HanawTyBaHHAMN
8 Npoueaypi npunagy;
5. wWo Habip npasunbHo 36epiraBcs;
6. WO nOTeHUilHi iHribitopn MNP He
3abpyaHUAM NPobipKu.
1. O KOMMOHEHTN Gynu MiaroToBneHi
NpaBunbHO;
YBATA! 2. wo B npoueaypi aHanisy He 6yno
[AOMYLLEHO XOAHOI NOMUNKN;
MOXINBICTb: 3. wo BuGpaHi  GapBHWMKM  AnA
CTRL-
H/CTRL-L - + BI/IRBH(::‘HHR € FAM pna BusABneHHs
Momunku B TOXO i JOE/VIC gns |.C. BUABNEHHS;
ninetyBaHHi abo | 4. wo Awxania 6yno BMKOHaHO 3
B npoueaypi npaByAbHUMI HanawTyBaHHAMN
npunagy;
5. Wo Habip npasunbHo 36epiraBcs.
KOPEKTHWW
NTC ) * PE3Y/IbTAT
1. WO KOMMOHEHTN Bynu NiAroToBneHi
npasuIbHO;
YBATA! 2. Wo B npoueaypi aHanisy He 6yno
[AOMYLLEHO XOAHOI NOMUNKK;
NTC + +/- MOMINBICTb: 3. wob6 poboue MmicLe Ta iHCTPYMEHTH
3He3apaxyBanm uepe3 perynapHi
3abpyaHeHHs NPOMIXKM yacy;
4. o Habip 36epiraBca HanexHUM
YMHOM.
Baxknuei npumimku:

1. IHmepnpemauis pe3ynsmamig no8uUHHA NPo8oOUMUCA Ni0 HA2AA00M
8i0nogidanbHoz20 nabopamopii, Wob 3MeHWUMU pu3uKk NOMUJIOK y
CYOXXeHHsX ma HesipHuUx iHmepnpemayid.

2. Konu pesynemamu sunpobysaHb nepedatomecs 3 nabopamopii do
iHgpopmayiliHozo yeHmMpy, HeobxiOHO Bymu yB8aXxHUMU, uj06 YHUKHymu
NoMUsIKo80oI nepedauyi OaHUX.

AKWO BMHWKAE ofiHa uM iHWa npobnema, onvcaHa y Tabnuui Bue, nicns
nepeBipKn MoBifoMTe Npo Gyab-AKi 3anvWKOBi NPo6nemMn KepiBHUKY AnA
noaanbLlunx Ain.

R. POBOYI XAPAKTEPUCTUKIN

OuiHKa npopyKTMBHOCTI 6Gyna npoBeAeHa BiAMoBiAHO [0 TOro, WO
nosigomnaeTbca y BHyTpiluHix TexHiuHmx Cneymndikauiax abo ITS.

OUiHKy epeKTMBHOCTI NpoBOAMAN B NabopaTopisx Ha maTepianax, HagaHux
pedepeHCHUMU KNiHIYHUMYK NabopaTopiamu.

R.1 AHANITUYHA YYTJIUBICTb

AHaniTUYHa YyTMBICTb MOXe ByTU BUpaxeHa Ak Mexa BuaBneHHs.

Mexa BusaBneHHs (LOD): Lie HaliMeHLa KiNbKiCTb LinbOBOro 3Ha4YeHHsA, AKY
MOXe BUABUTU CUCTEMA i3 3a[1aHOI0 IMOBIPHICTIO.

[naTectiB NAT Le BUpaxKa€eTbCA AK HaiMeHLLa KOHLEHTPaLliA aHaniTy, Aka 3a
6araTopa3oBoi NepeBipKN fa€ NO3NTUBHUIA pe3ynbTar.

Mexa BuaBneHHsa (LOD) BM3HaAua€eTbCA LWMAAXOM TeCTyBaHHA CePiHMX
po3BefeHb 3pasKa, WO MICTATb BifOMI KOHLEHTpaLii aHaniTy.

LOD - ue HalHMXYa KOHLEHTpaLifA aHaniTy, AKY MOXHa NOCTiiHO BUABNATA
(HanpuKnag, y = 95% 3pa3kKiB y 3BMYaliHNX 1ab0PaTOPHKX YMOBAX).

Onsa Habopy LUA-PCR.TOXO0.50 LOD 6yno Br3HAYeHO LUISXOM TeCTyBaHHs
cepinHnx po3sefeHb 1:2 (8 MOBTOPIB ANA TPbOX Pi3HMX 3anyckis) 1-ro
MikHapogHoro ctanfapty BOO3 ana Toxoplasma gondii (ko NIBSC 10/242)
Ha npunagi AnA BU3HauYeHHA B pexumi peanbHoro yacy ABI 7500 SDS.
PesynbTaTy aHanisyBanu 3a gonomoroto aHanisy Probit, o6 Bu3HaumTK
MeXy BUABMEHHA Ha PiBHI 95%.

LOD 6ys nigTBepaxeHui nig yac TectyBaHHA Ha CFX96RTS BignosigHoro
po3BefeHHA B 24 NoBTOpaXx.

Pe3yu bTaTWN € HaACTyNHUMN:

Mexxa BuasneHHa LOD (p=0.05)
ABI™PRISM® 7500 SDS 12.44 MO/mn (IU/ml) a6o
BIORAD™ CFX96° RTS 14.18 Taxisoirtis/mn (ml)

Baxxnuea npumimka: L|inbosa nocnidosHicme s851s€ coboto ppazmeHm i3 529,
nosmopeHut 200-300 pasie y 2eHomi Toxoplasma gondiii.



R.2 AHANITUYHA CNELUO®IYHICTD

AHanitTmyHa crneyundiyHicTb nonArae y 34aTHOCTI MeTofy BUSBAATU TiNbKM
nocniaoBHicTb Uinbosux AHK.

AHanitnuyHy cneundiuHictb aHanisy JHK TOXO BrBYanu HacTynHMM YNHOM:

1. Habip npaiimepis/npo6 6yno ob6paHO, aHanisywun  LinboBy
NOCNIAOBHICTb FeHOMY 3a AOMOMOroK BiAMOBIAHONO MNPOrPaMHOro
3abe3nevenHs (LionSoft v.1.0 Big Biotools i Primer Express v.3.0 Big
Applied Biosystem Inc.).

2. Habip npanmepis/npo6 i uUinboBa  NOCNIfOBHICTb  reHoMmy
KOHTPOMIOITbCA  MPOrpamMHMM  3abe3neuveHHam  «BLAST», w06
nepesipnTn, UM OyAb-AKa 3 HYKNEOTUAHUX MOCNiIBOBHOCTEN,

[leNOHOBaHVIX Y CBITOBMX reHOMHUX 6aHKax, Mae romonorito 3 T. gondii,
Ta nporpamHum 3abesneyeHHam «ClustalX», wo6 nopiBHATY UiNbOBI
nocNifoBHOCTI FeHOMY pi3HKX reHoTunie Toxoplasma.

3. CneundiuHicTb Gyna MoKpalleHa WAXoM Nif6opy KOPCTKUX YMOB
peakuii.

4. TenomHy OHK, BugineHy 3 6aktepii, Aki MOXyTb iHTepdepyBatu 3 T.
gondii, 6yno otpumaHo Big American Type Culture Collection (ATCQ) i
Vircell i npotectoBaHo.

Pe3ynbTtatii npeacTaBneHi B HaCTynHin Tabnuui:

OpraHizm PesynbTat

Bipyc T-KNiTUHHOI NeKemii NIoANHN | HeraTuBHUN
Candida albicans HeraTvBHWN

Candida glabrata HeraTMBHUI
Chlamydia trachomatis HeraTuBHUI
Pseudomonas aeruginosa HeratuBHWU

R.3 AIATHOCTUYHA CMELMNOIYHICTb TA YYT/IUBICTb

R.3.1 [liarHocTnyHa cneyudiyHicTb

HiarHocTnyHa cneymdiyHicTb - Ue MMOBIPHICTb TOro, WO MNPUCTPIN Aae
NO3UTVMBHUI pe3ynbTaT 3a BIACYTHOCTI LinboBOro Mmapkepa. OTxe,
cnpaBXHill HeraTUBHUI 3Pa30K - Lie 3pa3oK, AKNIN, AK BiAOMO, € HeraTMBHUM
InA UinboBOro MapKepa Ta NpaBuiibHO KnacndikoBaHWN NPUCTPOEM.

Lle napameTp pocnigKyBanu LWAAXOM AoChigKeHHA 34 HeratmBHux JHK
TOXO 3paskis nnasmu:

CMNPABXHIVI HETATUBHUI 34
XMBHO MO3UTVBHUI 0

3ATAJIbHA KIJTbKICTb 3PA3KIB | 34
CNELUDIMHICTb % 100

Ha ocHoBi oTpumaHux pesynbTaTiB po3paxoBaHa [liarHocTMyHa
CneuundiyHicTb cucTeMn cTaHOBUTD = 99%.

R.3.2 liarHOCTYHa YyTAUBICTb

[iarHocTMYHa 4YTAMBICTb - Le VMOBIpHICTb TOro, WO npwnag pae
NO3WUTMBHWI pe3ynbTaT MpPW HAABHOCTI LinboBoro Mapkepa. OTxe,
CnpaBXHill NO3UTUBHUIA 3pa3oK - Le 3pa3okK, AKWN, AK BiAOMO, €
NO3UTMBHMM AN1A  UiNbOBOrO MapKepa i nNpaBuibHO KnacudikoBaHui
NPUCTPOEM.

[na Habopy 3 kogom LUA-PCR.TOXO.50 napameTp JOCHIZKYBaaMN LWAAXOM
aHanisy 18 JHK TOXO no3nTrBHUX 3pa3KiB (Nn1a3ma Ta aMHiOTUYHa PianHa).
Kpim Toro, 6yno npotectoBaHo naHenb QCMD 2019 Toxoplasma gondii Ta
naHenb QCMD2021 Toxoplasma gondii. Manens QCMD 2019 mictutb 9
NO3MTMBHMX 3pa3KiB (5 aMHIOTUYHOI pianHKU Ta 4 nna3mu), a naHenb QCMD
2021 MicTUTb 8 NO3UTMBHUX 3pa3KiB (5 aMHIOTUYHOI pigMHK Ta 3 Nnasmn).

Mo3uTtusHi 3paskn JHK TOXO

CNPABXHIV MO3UTUBHWN 35
XMBHO HETATVBHUI 0

3ATAJIbHA KIJTbKICTb 3PA3KIB | 35
YYTJIUBICTb % 100

Ha ocHoBi oTpumaHmnx pesynbratiB pospaxoBaHa [liarHOCTM4Ha
YyTnmsictb cucremu ctaHoBUTb 100%.

100%
> 99.5%

[AiarHoctnyHa YyTnusictb
AiarHoctnuHa CneundivHicTb

R.4 TOYHICTb

TouyHicTb MoOKa3ye CTyniHb HaginHocTi cuctemun. KoXHi  npouepypi
BMMIpIOBaHHA BflacTVBa BMMajKoBa 3MiHa, AKa Ha3MBaETbCA «BMMAAKOBA
nomunka». BunagkoBa mnommiKa He Ma€ UMCNOBOrO 3HAYeHHs, ane
BM3HAYaAETbCA ANCMEPCiEI0 BUMIPIOBaHHA AK CTaHAapTHe BiaxuneHHA (DevST)
i koeoiuieHT Bapiauii (CV%). 3a3BUYail TOUHICTb aHanisy BigHOCUTbCA A0
Y3rofpKeHHA Mi>X MOBTOPHUMI BUMiPIOBaHHAMM OAHOTO | TOrO > MaTepiany.
Y Habopi LUA-PCR.TOXO.50 TouHicTb Bupaxanacsa AK BapiabenbHicTb B
MeXxax aHanisy Ta MiHAuBicTb MiX aHanizamu. 8 nostopis CTRL-H i CTRL-L
6ynv nepeBipeHi B 0JHOMY 3anycKy (B aHani3i) i B TpbOX pi3HUX 3amnycKax (Mix
aHanisamn).

MoTim Ha OCHOBI OTpMMaHMX pe3ynbTaTiB Po3paxoByBanyn BapiabenbHicTb B
Mexax i MiX aHanizamu.

3a BiACYTHOCTI BCTAHOBMIEHMX Mi>KHAPOAHUX MapamMeTpiB MU BU3HA4MIW
HaCTyrnHe 3HaueHHA NPUNHATHOCTI AnA Habopy LUA-PCR.TOX0.50:

KoediuieHT Bapiauii B mexxax aHanisy (CV%) < 10%.
KoediuieHT Bapiauii mixk aHanizamu (CV%) < 10%.

S. OBMEXEHHA

KopucTyBauesi Liboro Habopy paiumMo yBaXKHO MPOUYUTATU Ta 3PO3yMITH Lo
iHCTpyKUito. [InA OTpUMaHHA [OCTOBIPHMX pe3ynbTaTiB TecTy HeobXigHO
CyBOpe AOTPMMaHHA MPOTOKONY. 30Kpema, TOYHe MineTyBaHHA 3pa3kKiB i
peareHTiB, 3acTOCyBaHHA MNpPaBUIbHOrO pPoboYoro npouecy pasom i3
peTenbHMM NPOrpamyBaHHAM KPOKIB TEPMOLUMKIY € BaXIMBAMW AnA
TOYHOrO Ta BiATBOPOBaHOro BuaAsneHHA JHK TOXO.

BusHaueHnHa [IHK TOXO y 3pa3ky nauieHTa Ma€ BenvKi MefuyHi, colianbHi,
NCUXONOTiYHI Ta EKOHOMIYHI HacnigKN.

PekomeHpyeTbca po3rnagatu KOH®IAeHUiNHICTD, BignoBigHe
KOHCYNbTYBaHHA Ta MeAUYHY OLiHKY AK CYTTEBWUIA acmeKT MOCNiAOBHOCTI
TeCTyBaHHSA.

5. CUMBOJIN

Temnepatypa

REF Koa npoaykty 36epiraHHs
. [unBiTbcA
IVD Mpunap Ans giarHOCTUKK iHCTPYKLiI0 3
in vitro

BUKOPWCTaHHA

LOT Homep noty Brpo6bHuk

TepmiH npuaaTHOCTI KinbkicTb TecTiB

L AR -

]
3HakK BignoBiAHOCTI
TEXHIYHUM pernameHTam 3
g\ ineHTudikauinHum
HOMEepPOM MpPU3HaYEHOTO [Hata
UATR116 opraHy 3 OLiHKM BUrOTOB/NEHHSA

BignoBigHOCTI, AKniA 6yB
3a5yyeHunin Ha eTani
KOHTPOJII0 BUPOOHULTBA

Bca npopaykuia IVD, BupobneHa KomnaHieto, nepebyBae nif KOHTponem
cepTrdikoBaHOl Cncremn ynpasniHHA AKICTIO, CxBaneHol
YNOBHOBaXXeHUM OpraHom 3 OUiHKM BignosigHoCTi. KoxHa napTia
NPOXoANTb KOHTPONb AKOCTI Ta BUMYCKAETbCA Ha PUHOK NULLE 32 YMOBM
BiANOBIAHOCTI TEXHIYHMM pernameHTam Ta KpUTepiam NPUAHATHOCTI.

BUPOBHUK:
b TOB «JIABIOEM»
lABUA YKpaiHa, 76018
M. IBaHO-OpaHKiBCbK, Byn. MeTnopw, 25
Mo6.: +38 (067) 000-20-22
E-mail: info@labua.com.ua
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