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IHCTPYKL|ISI MPO BUKOPUCTAHHSA
DIA-HBcore

TecT-cuctema iMmyHocpepmeHTHa
Ansa suasneHHs IgG ta IgM-aHTuTin
00 KkopoBoro 6inky Bipycy renatuty B

Habip T1-12 T-0507C

NMPU3HAYEHHA

Habip npusHaveHwnit gns aHanidy cupoBaTku abo nnasmu Kposi
noOvHN Ha HasiBHICTb aHTuTIin knaciB IgG Ta IgM go koposoro
aHTureHy Bipycy renatuty B (HBcAg) metogom imyHodepMeHTHOro
aHaniay.

3ArANbHA XAPAKTEPUCTUKA

TecT-cuctema ABnsie coboro Habip, WO BKIOYAE HACTYMHI KOMMOHe-
HTU: iMyHOCOpbeHm — NoNiCTUPONOBWI MNAaHLET, B JIyHKaxX SIKOro cop-
60BaHWI OYMLLEHNA PEKOMBIHAHTHMI BINOK — aHanor KOPoBOro aHTU-
reHy Bipycy renatuty B (HBcAQ); koHueHmpam koH’loezamy — cymiw
MOHOKITOHaNbHUX aHTWUTIN A0 iMyHOrnobyniHiB knacy IgG ta IgM nio-
[OVHW, KOH'IOTOBaHWUX 3 MEpOKCMAa30lo XPOHY; MO3UmueHUlU KOHMPOIb
— ouuLeHi iMyHornobyniHu nmoauHKn, cneundivni o HBcAg; Hezamus-
HUU KOHMPOsb — CUpoBaTKa KPOBi MIOAMHWN, Sika HE MICTUTb aHTUTINa
0o kopoBoro 6inky Bipycy renatuty B (HBcAg), a Takox noBepxHeBuiA
aHTureH Bipycy renatuty B (HBsAg), aHtutina go BIJ1, Bipycy renatuty
C i Treponema pallidum; koHueHmpam po34uHy Ons MPOMUBaHHS —
KOHLEHTpaT ¢pocdaTHO-conboBoro bydepy, MiCTUTb OETEepreHT; po3-
YuHU Orni po3eedeHHs CUpo8amoK ma KoH'loeamy — docdaTHo-
conboBi Oydepu, WO MiCTATb AeTepreHT, kaseiHoBy dpakuito Ginkis
MOIoKa, GNOK-KOMMOHEHTW, GapBHWK | KOHCEpBaHTW; cybcmpamHul
b6ygep — uutpaTHo-dpocaTHU Bydep, WO MICTUTb NEPEKUC BOAHIO;
xpomoeeH — 3,3',5,5-TeTpameTnnbeH3nanH (TMB) B posuuHi; cmor-
peazeHm — po34nH CipyYaHoi KUcnoTu.

SO0BHILWLHI BUrMAL KOMMOHEHTIB: iMyHOCOpb6eHm — nnaHweT, LWo
cknagaeTbcs 3 12 cTpuniB No 8 NMyHOK 3 MOXNMBICTIO BiAOKPEMIEHHS
KOXHOI NYHKWN; KOHUEHmMpam KOH’lo2zamy — YepBOHa 3 HE3HA4YHOI ona-
necueHuielo pianHa; mo3umueHuUll ma He2amugHUl KOHMPOJsIi — CBiT-
NO-XOBTi 3 HE3HAYHOIO ONanecLUeHLIEl0 PiANHW; KOHUeHmpam pPo34uHy
Onsi npomusaHHs — 6e3bapBHa onaneculolya pignHa, AOoNYCKaeTbes
po3LapyBaHHs Ta BUMNAAiHHA KpUCTaniyHoro ocaay, Lo po34YMHIOETLCS
NPV HarpiBaHHi; po34uH Orisi po3eedeHHs cuposamok — dioneTosa
onanecuoya pianHa; po3yuH Onsi po38edeHHs KOH toeamy — YepBoHa
onanecuotoya pignHa; cybecmpamuyul 6ycgep, posyuH TMbB, cmon-
peazeHm — npo3opi 6e36apBHi piagnHN.

TecT-cuctema po3paxoBaHa Ha NpoBeAeHHst 96 aHanisiB, BKOYal0-
4K KOHTPONi, 3 MOXIMBICTIO BUKOPUCTaHHS NNaHLWweTa noctpunoso abo
BMKOPUCTaHHSA YacTWHM CTpUNy Ha 12 NoCcTaHOBOK iMyHOEPMEHTHOMO
aHanisy (12x8).

MpuvHuMn aHanisy

MpuHumn ananisy DIA-HBcore 6a3yeTbca Ha meTodi TBepAoda3Horo
Henpsimoro DA,

[Mpn BHECEHHI B NyHKU 3paskiB JOCNIAKYBaHUX CMPOBATOK aHTUTING
knacie IgG 1a IgM, cneuudivHi go HBCcAg, y BuMnaaky ix HasiBHOCTI
3B’5I3YI0TbCS 3 PeKOMOIHAHTHUMWN aHTUreHamu Ha TBepaii ¢asi, yTBo-
PHOKOYM KOMMIEKCU aHTUreH-aHTUTINO. YTBOPEHI KOMMMEKCUM BUSABNSA-
10Tb 32 JA0OMNOMOrot KoH'toraTy. licns BigMMBaHHSA HE3B'A3aHMX KOMMO-
HEHTIB Y NMyHKN OOAaloTb PO34MH NposiBHUKA. lNepokcuaasHy peakLito
3YMNUHSIIOTb, J04Aal4YM CTOM-peareHT, BUMIPIOTb ONTUYHY T[YCTUHY
Cymiwi y nyHkax (npv AoBXwuHi xBuni 450 HM), sika NponopLjiHa KOH-
ueHTpauii cneumndiyHnx go HBcAg aHTWTIN y 3paskax cuposaTok abo
nnasmMm Kposi.

CKNAQ HABOPY

N | HasBa KOMMNOHEHTY KinbkicTb
1. | ImyHocopbeHT 1 nnaHwer (12x8)
2. | KoHueHTpart koH'toraty (11x) 1 amn. x 1,5 mn
3. | Mo3nTmBHUI KOHTPONb 1 amn. x 0,7 mn
4. | HeratmBHui koHTpONb 1 amn. x 1,0 mn
5 KoHueHTpaT po3unHy Ans npoMuBaH- 2 pn. x 25 mn

" | HA (46x)
6. | Po3unH ons po3BegeHHsi CMpoBaToK 1 dn. x 15 mn
7. | Po34nH ans po3sedeHHs KoH'loraty 1 dn. x 15 mn
8. | CybcTpatHuii bydep 1 ¢n. x 8 mn
9. | PosynH TMB 1 dn. x 8 mn
10. | Cron-peareHt 1 pn. x 15 mMn
11. | Kneika nniska 3 wr.

CrnocCis BUKOPUCTAHHA

JopaTKkoBi peakTuBmu, maTtepianm Ta o6nagHaHHA

- BOJa AUCTUMbOBaHa;

- Nepeknc BoAHto, 6 %;

- cnupT eTunosui, 70°;

- BaTa rirpoCcKorniyHa;

- (hinbTpyBanbHWI nanip;

- nineTkn ogHokaHanbHi (5-40, 20-200, 200-1000 MKn) Ta HAKOHEYHUKU
[0 HUX;

- nineTkun 8-kaHanbHi (50-300 MKN) Ta HAKOHEYHMKN [0 HUX;

- MipHa cknsiHka abo umninap (1000 mn);

- BAHHOYKM NS peareHTiB;

- donakoHun ansa peakTtmeis, 20 mn;

- CyXOMOBITPSIHMI TepMocCTaT;

- anapat Ans NPOMMBaHHA NNaHLWIeTiB (Bowwep);

- hOTOMETp AN BUMiPOBAHHA OMTUYHOT N'YCTUHW B NMaHLIeTaXx;

- KOHTEeNHep AnsA 3bupaHHa TBepAWX 3abpyaHeHUX BiaxXoais;

- KOHTENHep ANS 3nNvBY 3abpyAHEHNX PiaVH.

HeoO6xipHi 3acTepeXxxeHHA

3axoau 6e3neku Npu 3actocyBaHHi Habopy:

- pob0oTy NPOBOAWTU B CreLianbHO 00nagHaHOMY MPUMILLIEHHI;

- MpaLoBaT B 'yMOBUX pyKaBUYKaXx;

- He nineTyBaTn PO34MHN POTOM;

- BCi CTi4Hi po34nHU 06pobnaTh 6 % PO34YMHOM MepeKncy BOAHIO Npu
KIMHaTHI TemnepaTypi NpOTArom 3 roauH,;

- BCi TBepai Biaxoau 36upaTtu B cneuianbHWn KOHTENHeP, aBTOKNaBy-
BaTu NpoTAroM 1 roguHu npu temnepatypi 120°C;

- IHCTpyMeHTW, obnagHaHHsA, a Takox pobouyi noBepxHi npoTupatn 70°
€TUNOBWUM CMUPTOM.

MpaBuna po6oT 3 TECT-CUCTEMOIO:

He BMKOPWUCTOBYBaTM Habip nicns 3akiHYeHHS TepMiHy NpuAATHOCTI,

He 3MillyBaTN KOMNOHEHTW HabopiB pi3HNX cepilt;

peTenbHO NepeMilllyBaTi peareHT Mpu MigroToBLi Ta NPOBeAeHH aHa-

nisy;

BMKOPVCTOBYBATU BUMUTUIA Ta CMOMOCHYTUIA AUCTUIIBOBAHOK BOAOH

nocya Ans NPUroTyBaHHsI peareHTiB;

He fonyckaTy NigCUMXaHHSA NMYHOK Ha BCiX eTanax nocTaHoBku |PA;

nepeBipAT TOYHICTb [03yBaHHS, CrigkyBaTun 3a poboyvM CTaHOM

niNneTokK Ta iHWoro obnagHaHHs;

- YHMKaTW nonafaHHs NpsiMUX COHSIYHUX NMPOMEHIB Ha poGoYy NoBepx-
HIO Nif, Yac NpoBeAeHHSA aHanisy.

BvMorn go npoMmBaHHS nnaHLeTy:

HesiKicHe NPOMMUBAHHA NNaHLWeTy NPU3BOAUTL A0 OAEPXKAHHA HEKo-
PEKTHUX pe3ynbTaTiB;

- ANA NPOMUBAHHA MNaHWeTa PeKOMEeHAYETbCA BUKOPWUCTOBYBATU
aBTOMaTWMYHWIA NPOMUBAY - BOLUEP; Y BWUMaAKy BiACYTHOCTI BoLiepa
4Yn AOro noraHoi poboTN MOXHA NPOMMBATU MNYHKWN 8-KaHarbHO Mi-
neTKolo;

Ha BCiX eTanax npoMvBaHHA HEeOoOXiAHO KOHTPOMIOBaTV 3aMOBHEHHS
NyHOK i MOBHY acnipauitlo (BMAaNEeHHs) piavHU 3 HAX: MYHKWA NOBWHHI
3anoBHIOBaTMCh MOBHICTIO (350 MKkn B NyHKy), 6€3 nepenoBHeHHS Ta
nepeTikaHHA PiAVHK 3 CYCIOHIX MYHOK.

MNiproroeka 3pa3kis

3pasku cMpoBaToK YM Mna3mu KpoBi 3bepiraoTb Npu Temneparypi 2-
8°C He Ginblue 72 roavH. [lonycKaeTbCA 3aMOPOXyBaHHSA 3pa3kiB (6a-
XaHo [0 TeMmnepaTypu Hux4e -20°C) He Ginblue aBox pasiB. Heobxia-
HO OCBITNIOBATK 3pasku CUPOBATOK (Nnasmu), ki MiCTATb arperatn Ta
ocag, 3a JONOMOro LeHTpUMYryBaHHs.

3pasku 3 asugom HaTpilo, remonisom, rinepninigemieto abo GakTepi-
anbHUM NPOPOCTaHHSAM He NMpuAaTHI AN aHanisy.



MNMpoBeneHHs aHani3y

1 MigroToBka Ao aHani3y (3 po3paxyHKy Ha 8 nyHoK)
ButpumytoTe KOMNOHEHTU Habopy npu Temnepatypi 18-25°C npots-
rom 30 XBUIUH.

1.1 lNpueomysaHHs1 pO34uHy 071 MPOMUBaHHS

BMmicT ogHOro dnakoHy KOHUEHTpaTy po34uHy AfS NPOMUBAHHSA iH-
TEHCMBHO MOTPYLYOThb. BigbupaioTe 4 Mn po3unHy i po3BogsATb B
180 mMn AnCTMNBLOBaHOI BOAM, NEpeMillyoTb. AKWO KOHLUEHTpaT pos-
YMHY MICTUTb KpUCTanu, Koro NporpisatTb nepes BUKOPUCTAHHAM Npuv
35-37°C 0o NOBHOro pO34MHEHHST KpUcTanis.

Po3uunH moxHa 36epiratv npu TemnepaTtypi 2-8°C He binbwe 10 gib.

1.2 lNMpueomyeaHHs1 PO34UHY KOH toeamy

B uuctun cdnakoH BigbupatloTe 1 MN po3unHy ANs po3BedeHHS
KoH'loraTy Ta gopatTe 100 MKM KOHLUEHTpaTy KoH'loraty. BmicT dna-
KOHY peTenbHO NepeMillyloTb, He JoMnyckakoumn NiHOYTBOPEHHS.

Po3uuH roTytoTb 6e3nocepenHb0 nepen BUKOPUCTAHHAM.

1.3 lNpueomysarHsi po3yuHy TMbE cyb6cmpamy

B unctuit cdonakoH Bigbupatots 0,5 mn xpomoreHy TMB i popatoTb
0,5 mn cybeTpaTHoro 6ydepa, CyMilll iIHTEHCUMBHO NOTPYLUYHOTh.

Po3uuH roTytoTe 6e3nocepenHb0 nepen BUKOPUCTAHHAM.

PosunH TMB cy6cTpaty HeobXxigHO 3axuwaTti Big nonagaHHs npsi-
MOrO CBiTNa Ta KOHTakTy 3 meTanamu abo ioHamu metanis. [Nepeg
BVIKOPVCTaHHAM po3unH TMB cybcTpaty nosuHeH 6yTu 6e3bapBHuMm.

2 NMpoBepeHHsA aHaNi3y

o [OTYIOTb PO34MH AN NPOMUBAHHSA 3rigHo n. 1.1.

o 3BiNbHATL HEOOXiAHY KiNbKICTb CTPUMIB Bif, YNakoBKW, BCTaBMsATb
X B pamky.

HeesukopucmaHi cmpunu HeobxiOHO WinbHO 3akpumu 8 nakemi ma
gukopucmamu npomsizcoM 00HO20 Micsys. Heeukopucmari cmpunu
3bepieatomb rpu memnepamypi 2-8 °C.

e B NYHKU BHOCATb MO 80 mkn PO34YMHY ANA po3BeAeHHA CMPOBATOK.

e [logatoTb B NyHkn no 20 MK 3paskiB AOCHiAXYBAHUX CUPOBATOK,
3anuULWMBLUM BiflbHUMWU 5 NYHOK nepLioro psgy (NyHKU Ans KOHTpO-
ni.).

e B aBi nyHkn (A1-B1) BHocATb 20 MKN NO3WTUBHOIO KOHTPOSO, a B
Tpu nyHku (C1-E1) no 20 mMkn HEraTMBHOIO KOHTPOSHO.

ObepexHo ninemytoms cymiw 8 fyHKax (o Jac ninemysaHHs 8io-
6ys8aembCs 3MiHa KOfbOpy PO34UHY 8 flyHKaXx).

e HakpvBatoTb NnaHLEeT KIenKo NniBko abo KPULLKOK Ta iHKyOyroThb
npu Temnepartypi 37 °C npoTtsirom 60 XBUNWH.

e [lo 3akiHYeHHi iHkybauii BMOansTb BMICT NyHOK 3a [OMOMOro
npommneaya abo 8-kaHanbHOI NiNeTKM Ta NPOMMBAIOTb MYHKWN YOTMPK
pasn po34YMHOM ANSi MPOMMBAHHS, Micnst Yoro no3basnsloTbCa 3aii-
BOI BOMOru (MOCTYKYHOUM NMaHLLETOM No (inbTpyBanbHOMY nanepy).

[oTyl0Tb PO34MH KOH'toraTy 3rigHo n. 1.2.

B nyHkn BHocATb no 100 MK po34unHy KOH'loraTy.

e HakpvBaloTb NnaHLWeT HOBOI KNEenKol MniBkol abo KpuULIKo Ta
iHKy6ytoTb Npu Temnepatypi 37 °C npotsirom 30 XBUNUH.

Mo 3akiHYeHHi iHKybaLii BUMAansTb BMICT NMyHOK 3a [AOMNOMOrok
npomuBada abo 8-kaHanbHOi NiNETKM Ta MPOMMBAKTb NYHKU LWICTb
pasiB pOo34YMHOM Afsi MPOMUBAHHS, MiCMst YOro No30aBnAlTLCS 3aii-
BOI BOMOrM (MOCTYKYHOUM NiaHWeToM no inbTpyBanbHOMy nanepy).

[oTytoTb po3unH TMB cy6eTpaty 3rigHo n. 1.3.

BHocste B nyHku no 100 mMkn po3uuHy TMB cybeTtpaty.

HakpuBaloTb nnaHLeT HOBOK KEeWKow MMiBkow abo KPULLKOK Ta
iHKyGYytoTb oro npu Temnepatypi 18-25 °C B TeMHOMY MicLji npoTs-
rom 30 XBUNUH.

3yNWHAIOTL  KONMbOPOBY peakLild BHECEHHAM [0 BCiX MYHOK Mo
100 MK cTOn-peareHTy.

He Ginblue sk Yepe3 5 XBUNWUH Nicns 3ynHEHHs1 KONMbOPOBO| peakLii
BM3HaA4alTb ONTUYHY rycTuHy (OF) y [OBOXBUIIbOBOMY pPEXUMI
(450 H™ BigHOCHO 620 HM).

Ol moxHa susHa4Yamu 8 00HOX8UNILOBOMY pexumi (450 Hm) gidHoC-
HO MOPOXHBOI nyHKU (6bnaHk). HeobxidHo nepedbayumu MOPOXHIO
NyHKy 8 nnaHwemi npu aHanisi. lpu pobomi 8 00HOX8UMLOBOMY pe-
JKUMI 3HUXYEMBCSA Yymnugicmb ma moYHiCMb aHarisy.

OBJIIK PE3YJIbTATIB AHANI3Y

e Po3paxoByloTb CepedHE 3HAYEHHS OMTUYHOI TYCTMHU ANs NYHOK
HeratuBHoro KoHTponto (Olcep K-) Ta nosutusHoro koHTponto (Ol-
cep K+).

lMpoBeneHHst aHanidy BBaxalTb KopekTHUM, skwo Ol cep K- He Bu-
we 0,1 ontnyHoi ogmHumui (O0), a Ol'cep K+ He Huxye 0,6 OO.

Akwo ogHe 3 Tpbox 3HaveHb OI K- Ginbwe 0,1 OO, abo GinbLue Hix
B ABa pa3u nepesuwye Ol cep K-, ioro BigkmgatoTts i Olcep K- pos-
paxoByi0Tb 3a peLuToto 3HaveHb Of K-.

'paHuyHe 3HayeHHs OF (I'3). '3 po3paxoByloTb, AOAAKYN KOHCTaH-
THY BenuunHy 0,2 1o 3HayeHHst Olcep K-.

“Cipa 30Ha” - 30Ha 3HayeHb Or, Big '3 oo 3HayeHb O meHwux '3
Ha 10%.

Pe3ynbTaT aHaniy BBaXalTbCsi HEraTUBHUMM, SIKLLO 3HAYEHHS
Or gocnigXyBaHoro 3paska MeHLUe HUXKHbOro piBHa O “cipoi 30HK”.

Pe3ynbTaTv aHanisy BBaXalTbCs MO3UTUBHUMM, SIKLIO 3HAYEHHSI
OI gocnigxyBaHoro 3pa3ska 6GinbLie 3.

3pasku, siki MatoTb 3HaveHHs O B Mexax “Ccipoi 30HM” BBaXatTbCs
HeBU3HAYeHUMMU.

3pasku, Wo ganu no3nTMBHUN abo HEBU3HAYEHMI pe3yrbTaT, Heob-
XigHO JocnigKyBaTh MOBTOPHO HE MEHLU HiXX B ABOX JIyHKax TecT-
cUcTeEMU:
- 3pasku NO3UTUBHI B 0AHI abo Binblue nyHkax cnig BBaxaTu no-
3UTUBHUMMU;
- 3pa3ky HeraTuBHi B ABOX abo Ginblue nyHKax cnig BBaxaTtu Hera-
TUBHUMM.

YMOBU 3BEPIFAHHA | TPAHCINOPTYBAHHA
Habip 36epiratoTb i TpaHcnopTytoTb Npy TemnepaTtypi 2-8°C.
3amopoxyBaTu Habip He 4O3BONSIETLCS.

TEPMIH NPUAATHOCTI
TepwmiH npuaaTtHocTi Habopy — 1 pik.

DPOPMA BUNYCKY - tect-Habip.
Kopm ATC - V04CX.

NMAKYBAHHA

- IMyHOCOPBEHT BKMaaeHWi B MakeT 3 BaraTtolapoBoi Ta KOMBIHOBaHOT
NniBKK; NakeT TepMo3anasiHum.

- KoH'toraT, NO3NTUBHUIA KOHTPOMb, HEFATUBHUIA KOHTPOSb PO3NUTI B
nnacTvkoBi amnynu o6’emom 0,5 mn a6o 2,0 mn.

- PosunHu kpim posumHy TMB posnuTti y nnactmacosi (hrnakoHu
o6’emom 30 mn abo 35 mn.

- Po3unH TMB po3nutuii y ¢rakoHu 3 nnacTMacyu KOPUYHEBOTO KO-
nbopy o6’emom 15 mn.

- Habip KOMMOHEHTIB pa3oM 3 iHCTPYKLE 3 BUKOPUCTaHHS MOMiLLie-
HWI B KOPOOKY 3 rod)poKapTOHY 3 NACTUKOBOK BCTABKOIO.

BUPOBHMUK

AT3T HBK ,Oianpodp-Meg*, 04123, YkpaiHa, m. Kuis, Byn. CiTnuubko-
ro, 35.

3a poBigkamu 3BepTanTtecs no Ten./cdakcy (044) 433-75-82, 433-02-22
abo e-mail: tech@diapr.kiev.ua.

Peknamadii Ha skicTb HabopiB HagcunanTte o Al “LleHTp imyHOI-
onoriyHux npenapartis” 3a agpecot: 03038, YkpaiHa, M. Kuis, Byn. M.
AmocoBa, 5, Ten. (044) 275-24-66, 275-07-02 Ta nignpvemcTBy-
BUPOBHMKY.

Y Bunagky NopyLleHHs yMOB 30epiraHHs, TPaHCMOPTYBaHHSA Ta Cxe-
MU nocTaHoBku DA 3 BUHM cnoxuBaya peknamadii po3rnsgarTbes [K
HeobI'pyHTOBaH.



