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OCHOB0I0O _Npu__nNposedeHHi _aHanizy € opueiHan _iHCmpykuii
aHeilicbKo MO80to, 8kddeHoi 8 Habip. Homep i dama _eepcii
opuziHany ma nepekiady iHCmpyKuii Nno8UHHI cnisnadamu.

MPU3HAYEHHA

Habip dpakTop-aediunTHUX Nna3m NprusHaYeHnin Ana KinbKiCHOro BU3HayYeHHs
BiNOBIAHOr0O $aKTOpPY Y NaUEHTIB, B AKMX NiAO3PIOETHCA BPOAKEHWNIA U
HabyTun fediunTi Lboro KoarynauinHoro npoTeiny. LLlo6 BUMipATH KinbKicTb
OKpeMmux KoarynauinHux ¢pakTopis 3a fJONOMOrol OJHOKPOKOBOIO METOAY
noTpibHa cybcTpaTHa nnasma 6e3 gaHoro dakTopy. Po3BefeHH:A JOCNiAKYBaHOT
nnasmm 3miLyioTb 3 GakTop-AePiLiMTHOIO NNAa3MOI0 Ta BU3HAYAOTh Yac
3ropTaHHA CymiLli. BunpasneHuii Yac 3ropTaHHA NiasmMm nauieHTa NOPiBHIOETbCA
3 BUNpaBneHM JOBIAKOBMM MaTepianom, Lo JO3BOMAE BU3HAUNTK % aKTUBHOCTI
nnasmu nayieHta. Habip daktop-gediuuntHoi nnasmm ToBaprcTBa 3 0OMEXEHOD
LiANBHICTIO MOXe BUKOPUCTOBYBATUCh Ha ByAb-AKOMY Npunagi, 35aTHoMy
NPOBOANTN AOCNIAXKEHHA HAa OCHOBI PT-dakTopa. [Ina OTprMMaHHaA BignoBigHNX
IHCTPYKLUi nocunanTech Ha IHCTPYKLIO LLOAO BUKOPWUCTAHHA NpUnagis.

i MONEPEAMEHHA

PeareHTu, WwWo micTATbCA B AJaHOMY Habopi, NPV3HAYeHi ANA AiarHOCTMKM in vitro.

)\ 3ACTEPEXXEHHA
/s

MoTeHuinHo Hebe3neuHi maTtepianu - HE KOBTATU! Opsraiite pykaBuuku npu
poboTi 3 ycima KOMMOHeHTamu Habopy. [poaykTn nnasmu  6ynu
NPOCKaHOBaHVMM Ta BUABSIEHNMUN HEFaTVBHUMMN Ha HaABHICTb aHTWTINa renatuty
B (HbsAg), aHTuTina BIJT 1 Ta 2 Ta aHTMTina BI'C; ogHaK 3 HAMM Cnip BXMBaTKW Taki
XK 3acTepexHi 3axoaW, AK i3 3pa3koM nnasmu noavHu. Bci imyHomediuuTHi
nnas3mu € HeraTuBHUMM Ha BI'C.

NOBOAXKEHHA 3 BIAXOAAMU
3BepHITbCcA A0 AaHMX Wono 6e3nekn npofyKuil AnAa pu3KKie Ta npasBun 6esnekn
Ta iX yTunisauii.

HAZAAHI MATEPIAJTIU

KomnoHeHT Bmicr Onuc MiproroBka
DakTop-aediunTHI 5x1mn Yci Buwe Po3BefiTb KOXHY
nnasmu nepepaxoBaHi nnAaweyky 1 mn
dakTop- ouuLeHoi Boaw.
nediuunTHi Jlerko noTpycitb
naasmy oTpMMaHi i3anuwTe Ha 15
3 NAA3Mu NIOANHN XBUIUH.
i MiCTATb MeHWe 3miwanTe gobpe
1% 3anuwKoBoi nepeg
dakTopHoi BUKOPUCTAHHAM
AKTUBHOCTI. (He 360BTYWITE).

Y KOXXKHOMY Ha60opi MicTUTbCA IHCTPYKLUIT LWOA0 BUKOPNCTAHHA.

NOTPIBHI HEHAQIAHI MATEPIANN
Kar. N: 09605 Dia-CAL Spec

KaTt. N2:81100 Dia-PT

Kar. N2: 21180 Dia-IMIDAZOL
Kar. N2: 09305 Dia-CONT Spec N
KaT. N2: 09405 Dia-CONT Spec P
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Xf 3BEPIFTAHHA | CTABUIbHICTb
¥

HeBigkpuTi ¢nakoHn cTabinbHi [O 3aKiHYeHHA TepMiHy npugaTHOCTI npwu
36epiraHHi y BigMOBigHVMX ymoBax. [licna po3BeAeHHA peareHTU CTabinbHi
ynpogoBX 8 roavH npw 36epiranHi npu *2 - *8 ° C. Nliodinizat NoBUHeH 3'ABUTUCH
AK Cyxa 6n1ifo-K0BTOro Konbopy npobka abo wmMaToyok. Nepes BUKOPUCTAHHAM
noBigomTe BUPOOHMKA Npo Byab-AKe BigXUNeHHs Bif TaKOro BUrnagy.

3ABIP 3PA3KA I NIATOTOBKA

BrikopucToByiiTe 3aBXAM Y PO6OTi MNacTKoBi abo CUNiKOHI30BaHi CKNAHI
emHoOCTi ana 3abopy. KpoB (9 yacTuH) cnig 3abupatu y cnisBigHoLWeHHi fo 3,2 %
AHTVKOAryNAHTY LMTPaTy HaTpilo (1 YacTuHa). [InA oTpMMaHHA nnasMu NoTpibHO
LeHTpudyrysatv npm 1500 x g ynpoaosx 15 xsunuH. Nnasmy cnig 36epiratv npn
Temnepatypi+2 - + 8 °Cabo +18 - + 24 °C.

[LlocnifeHHA NOTPIGHO NPOBECTM He Mi3Hille 4 roAvH nicna 36opy 3paskis.
Mna3ma moxe 36epiratnca 3amoporkeHa npu -20 ° 2 TvxHi abo npu -70 ° C
ynpoaoBx 6 micAuis. Mepen npoBefeHHAM AOCNIAXKEHD LUBUAKO PO3MOPOXYNTe
nnasmy npu temnepatypi + 37 ° C. He Tpumaiite npu + 37 ° C 6inblue 5 XBUUH.

MPOLIEAYPA
A. PYYHUW METOA
MigroTyiTe BCi peareHTy, K 3a3HaYeHO B IHCTPYKL,iT KOXKHOro Habopy. Harpinte
Dia-PT peareHT filo Temnepatypu + 37 ° C 6e3nocepefHbo nepen
BUKOPUCTaHHAM.
1. TigrotoBKa cTaHAAPTHOI KPMBOI:
a. MNigroTynTe BuLeBKa3aHi po3BeAeHHA.
b.  3miwarite He 360BTYIOUN.
2. ligroToBKa 3pa3ka nauieHTa:
a. MigrotyiiTte 1 + 4 po3BefeHHA Nna3mu NaLieHTa abo KOHTPOJIbHOT
nna3mu 3 Dia-IMIDAZOL.
b.  3miwaiTte He 360BTyIOUN.
3. TecTyBaHHA:
a. MosTopiotoun ninetyiite 0,1 Mn pakTop- fAedPiuMTHOI NNasmm B
peakLiiHy npobipky.
b.  MopaiiTte 0,1 Mn CTaHZapTy, PO3BEAEHHSA NNa3Mu NalieHTa abo
KOHTPONIO Ta iHKYOyWiTe npu + 37 ° C 2 XBUAWHWU.
c.  [Jopawte 0,2 Mn TPOMBONNACTUH-KaNbLIEBOro peareHTy, 0ofHOYaCcHO
BMUKaloum CeKyHAOMIp.
d.  Bu3HauTe Yac 3ropTaHHA AN1A KOXXHOIO PO3BefleHHA CTaHAapTy,
KOHTpoOsio abo 3pasKa.
e. [o3HauTe % akTMBHOCTI (Bicb X) Ta cepefHil Yac 3ropTaHHs (Bicb Y)
ANA CTaHJapTiB Ha ABOBUMIpHOMY rpadiuHoMy nanepi.
f. Otpumarite npamy niHito.

IHTEPMPETALIA PE3YJIbTATIB

IHTepnontoiTe 3HaYeHHA NaieHTa 3 KpUBOi. OBUNCNITb TOYHI 3HAUYEeHHA NaLieHTa
260 KOHTPOSbHI 3HaYEHHSA LWIAXOM KOPUIyBaHHA Pi3HUL 3HaYeHb KanibpaliiHol
nnasmm HaCTyMHUM YYHOM:

BunpasneHa (dosigkoBe X IHTepnonboBaHe
AKTUBHICTb 3HayeHHs 3HaYeHHs
(%)= KanibpauinHoi nauieHTa abo
nnasmn/100) = KOHTPOJII0

B. ABTOMATUYHUW METOA

[leTanbHi iHCTPYKLiT AMB. Y BiANOBIZHOMY NOCIGHUKY 3 BUKOPUCTaHHA Npunagy
ab6o 3BepHiTbcA Ao ToBapucTea 3 obmexxeHolo aianbHicTio Diagon ana
KOHKPETHUX BKa3iBOK LOAO 3aCTOCyBaHHA Npunagy.

Mpo6ipka Kani6pauiitHa Dia-IMIDAZOL AKTNBHICTb
nnasma (mn) (%)
(mn)

1 0.1 0.4 100

2 0.1 0.9 50

3 0.1 1.9 25

4 0.1 3.9 12.5

OBMEKEHHA

OTpuvimaHi pe3ynbTatii hakTop-aediunTHIX NNa3m 3anexaTb Bif KibKOX
UYMHHWUKIB, AIKi CUIIbHO MOB'A3aHi 3 BUMipOBasIbHYMM Npunagamu, TMnamm
peareHTiB, fediuUTHUMYK CybCTpaTamm Ta PisHULAMI MiX nabopaTtopiamu.
KoxHa nabopatopis NOBMHHa BCTAHOBWTYW BNACHWIA AOBIAKOBUIA Aiana3oH ans
KOHKPETHOI CUCTEMU iIHCTPYMEHTIB-peareHTiB.

KOHTPOJ1b AKOCTI




KoxHa nabopatopis NOBMHHa BCTAHOBUTW NPOrpamy KOHTPOJIIO AKOCTI.
HopManbHi Ta NaToNoriuHi KOHTPOJbHI NNa3mu NOBUHHI 6YTY fOCTigKeHi nepen
KOHO0 NMOCTaHOBKOIO BMMipIOBaHb 3pa3KiB NaLieHTiB, Wob 3abe3neuntn
AKICHNIA NOKa3HMK po60oTU. AKLLO JOCNIAKEHHA KOHTPONIB He Bignosigae
pedepeHTHOMY Aiana3oHy TO pe3ynbTaTyi AOCHIIKeHb NaLieHTa Clif BBaxXaTuca
HegincHMK. TOBaprCTBO 3 06MeXKeHoI0 AianbHicTio Diagon NocTaBna€e HaCTyMHi
KOHTPOJi, BOCTYMHi ANA BUKOPUCTaHHA 3 LM BUPOGOM:

KaT. N2: 09305: Dia-CONT Spec N

Kat. N: 09405: Dia-CONT Spec P

HOPMAJIbHI 3HAYEHHA

HopmanbHi 3HaUeHHA MOXyTb BiAPI3HATUCH MixX TabopaTopiAMU 3anexHo Bif
TEXHIKW Ta CUCTEM, L0 BUKOPUCTOBYIOTHCA. 3 L€l MPUUMHM KOXHa nabopaTtopis
NOBMHHA BCTAHOBWTM B/ACHI Aiana3oHn HOpMarbHMX 3HaueHb. OuikyBaHi
3HauYeHHs aKTMBHOCTI pakTopy € 50-150%.

POBOYI XAPAKTEPUCTUKU

KoxHa nabopatopisi NOBMHHA BCTAHOBUTY BNACHi pob0oui XxapaKTepuUCTUKM.
[JocnipxeHHA 30BHILLHIX GakTopiB TOBAPMCTBOM 3 0OMEXEHOI0 AiANbHICTIO
Diagon po3pob6ieHi Takum YNHOM, o6 PO3POOUTU NiHiHY CTaHAAPTHY KPUBY 3
aKTUBHICTIO 10-150%. OUiKy€TbCA, WO 3HAYEHHA TOYHOCTI B aHani3i i Mix
aHanizamu 6yayTb MeHLe 5%, KOPUCTYIOUNCh [iana3oHOM HU3KU
aBTOMAaTM30BaHMX iHCTPYMEHTIB.
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