BIATHOCTUYHUN HABIP

ANA BUSHAYEHHA OAKTOPIB Viii, IX, X1, XII
OAKTOP-AEQILUTHUX MJTIA3M B OPTAHI3MI
NMOAUNHUN

08305, Dia-F Deficient Plasma

Kamanoe. N2:08305 Memooduka 8io 07-2014

BupobHuk: Diagon (YzopwuHa)

OCHOB80I0 _Npu__NpoeedeHHi _aHanizy € _opueiHan _iHcmpyKuil
aHesilicbKol MO8oto, 8kddeHoi 8 Habip. Homep i dama _eepcii
opuziHany ma nepeknady iHCmpyKuii NO8UHHI cnienadamu.

MPU3HAYEHHA

Habip dpakTop-aedilnTHUX NNa3m Npru3HaYeHnin Ana KinbKiCHOro BU3HaUYeHHs
BiiNOBiAHOro $aKTopy Y NaLEHTIB, B AKMX NiAO3PIOETHCA BPOAKEHWNIA U
HabyTun fediunTi Lboro KoarynauinHoro npoTteiny. LLlo6 BUMipATH KinbKicTb
OKpeMmux KoarynauinHux GbakTopis 3a fJONOMOrot 0fHOKPOKOBOIO METOAY
noTpibHa cy6cTpaTHa Nnasma 6e3 faHoro ¢pakTopy. Po3BeaeHHA AOCNiAKyBaHOI
nnasmu 3milyoTb 3 GakTop-AediLMTHOK NNa3MoIo Ta BU3HAYaTb Yac
3ropTaHHA cymilli. BunpasneHnii Yac 3aropTaHHA NaasmMm nawieHTa NOPIBHIOETbCA
3 BUMNpPaB/IeHUM JOBIAKOBMM MaTepianom, Lo JO3BONAE BU3HAUNTY % aKTUBHOCTI
nna3mu naudieHTa. Habip dakTop-gediunTHOT nnasmm ToBaprCcTBa 3 06MeXeHo
LiANBHICTIO MOXe BUKOPUCTOBYBATUCh Ha By ab-AKOMY Npunagi, 35aTHoMy
NPOBOANTY JOCNIAKEHHA Ha OCHOBI PT-dakTopa. [inAa oTpumaHHs BignoBigHMX
IHCTPYKLUi nocunantecsb Ha [HCTPYKLiO WOA0 BUKOPUCTaHHA Npunagis.

j NONEPEOKEHHA

PeareHTu, WwWo micTATbCA B JaHOMY Habopi, NPV3HAYEHi AN [iarHOCTVKM in vitro.

)\ 3ACTEPEXEHHA
/s

MoTeHLiHO Hebe3neuHi maTepianu - HE KOBTATU! Opsraite pyKaBuuku npu
poboTi 3 ycima KOMMoOHeHTamu Habopy. [lpoaykT nnasmu  6ynm
NPOCKaHOBAHMMM Ta BUABSIEHVMW HEraTUBHUMM Ha HaABHICTb aHTUTINa renatuty
B (HbsAg), aHTuTina BIJT 1 Ta 2 Ta aHTWTina BI'C; ogHaK 3 HAMM Cnig BXMBaTKW Taki
XK 3acTepexHi 3axoaM, AK i3 3paskoM nnasmu noauHu. Bci imyHomediuuTHi
naasmu € HeraTMBHMMM Ha BI'C.

NMOBOAXKEHHA 3 BIAXOAAMU
3BepHITbCA A0 AaHWX Wono 6e3nekn npodyKuil Ana pr3nKie Ta Npasun 6esnekn
Ta ix yTunisauii.

HAZAHI MATEPIAJTIA
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HeBigkpuTi ¢nakoHn cTabinbHi [O 3aKiHYeHHA TepMmiHy npugaTHOCTI npwu
36epiraHHi y BignoBigHWX ymoBax. [licnAa po3BefjeHHA peareHTW cTabinbHi
ynpogoBx 8 roanH npu 36epiranHi npu *2 - *8 ° C. Jliodinizat noBnHeH 3'aBUTUCL
AK Cyxa 6nifo-}OBTOro Konbopy npobka abo wmaTtoyok. Mepen BUKOPUCTaHHAM
noeigomTe BUPOo6HUKa Npo OyAb-AKe BiAXMNeHHA Bif Takoro BUrnagy.

3ABIP 3PA3KA 1 MIArOTOBKA

BrkopucToByiiTe 3aBXAM Yy poboTi NNacTUKOBi abo CnikoHi30BaHi CKNAHi
emMHOCTi ana 3abopy. Kpos (9 yacTuH) cnig 3abupat y cnisBigHoLWeHHi 8o 3,2 %
aHTUKOArynaHTy LmuTpaTy HaTpito (1 YacTuHa). Ana oTpumaHHA nnasmm noTpibHo
LeHTpudyrysatv npm 1500 x g ynpoaosx 15 xsunuH. Mnasmy cnig 36epiratv npn
TemnepaTtypi+2 -+ 8°Cabo +18-+ 24 °C.

[LlocnifeHHA NOTPiGHO NPOBECTMN He Mi3Hille 4 roAviH Nicna 36opy 3paskis.
Mnasma moxe 36epiratnca 3amoporkeHa npu -20 ° 2 TvxHi ab6o npu -70 ° C
ynpogoBx 6 micauis. [Nepen nposegeHHAM AOCNIAXKEHD LIBUAKO PO3MOPOXYNTE
nnasmy npu temnepatypi + 37 ° C. He Tpumaiite npu + 37 ° C 6Ginblue 5 XBUNWH.

MPOLIEAYPA
A. PYYHUW METOA
MigrotynTe BCi peareHTW, AK 3a3HaYeHO B iIHCTPYKLil KOXXHOro Habopy. Harpiite
Dia-PT peareHT filo Temnepatypu + 37 ° C 6e3nocepefHbo nepen
BMKOPUCTaHHAM.
1. TigrotoBKa cTaHAAPTHOI KPMBOI:
a.  [ligrotynTe BuLieBKa3aHi po3BeAeHHA.
b.  3miwarite He 360BTYIOUN.
2. ligroToBkKa 3pa3ka nauieHTa:
a. MigrotywTe 1 + 4 po3BefeHHsA Nna3mMu NalieHTa abo KOHTPOIbHOT
nnasmu 3 Dia-IMIDAZOL.
b.  3miwarite He 360BTyIOUN.
3. TecTyBaHHA:
a. MosTopiotoun ninetyiite 0,1 Mn pakTop- fAedPiuMTHOI NNasmm B
peakuiiHy npobipKy.
b.  Mopaiite 0,1 Mn CTaHZapTy, PO3BEAEHHSA NNa3Mu nalieHTa abo
KOHTPOIO Ta iHKYOyWiTe npu + 37 ° C 2 XBUAWHWU.
c¢.  [Jopante 0,2 Mn TPOMOONNACTUH-KaNbLIEBOrO peareHTy, 04HOUYaCHO
BMUKaloum CeKyHAOMIp.
d.  Bu3HauTe Yac 3ropTaHHA 4N1f KOXKHOIO PO3BefEeHHA CTaHAAPTY,
KOHTpoOnio abo 3paskKa.
e.  [o3sHaute % akTMBHOCTI (Bicb X) Ta cepefHi Yac 3ropTaHHaA (Bicb Y)
ONA CTaHJapTis Ha ABOBUMiIpHOMY rpadiuHoMy nanepi.
f. OTpumarite npamy niHito.

IHTEPNPETALIA PE3YJIbTATIB

IHTepRontoiiTe 3HaUeHHA naLieHTa 3 KpUBOI. O6UNCIITb TOUHI 3HaYEHHSA NaLlieHTa
260 KOHTPOSbHI 3HaYEHHSA LWIAXOM KOPUIryBaHHA Pi3HULi 3HaueHb KanibpayiiHol
nnasmm HaCTyMHUM YYHOM:

BunpasneHa (dosigkoBe X IHTepnonboBaHe
aKTMBHICTb 3HayeHHsA 3HaueHHsA
(%)= KaniépauinHoi nauieHTa abo
nnasmn/100) = KOHTPOJI0

B. ABTOMATUYHUIA METOA

[NleTanbHi iHCTPYKLiT AMB. y BiANOBIAHOMY NOCIOHUKY 3 BUKOPUCTaHHA npunagy
ab6o 3BepHiTbcA Ao ToBapucTea 3 obmexxeHolo aianbHicTio Diagon ana
KOHKPETHUX BKa3iBOK LOAO 3aCTOCyBaHHA Npunagy.

KoMnoHeHT Bmict Oonumc MigroroBka
DakTop-aediunTHi 5x1mn Yci Buwe Po3BegiTb KOXHY
nnasmm nepepaxoBaHi nnAweyky 1 mn
dakTop- ouuLLeHoT BoaW.
nediunTHi Jlerko noTpycitb
nnasmu oTpumaHi i3anuwre Ha 15
3 mia3mu nrognHn XBUNWUH.
i MiCTATb MeHLwe 3miwariTe fobpe
1% 3anuLwKoBoil nepep
dakTopHOI BUKOPUCTaHHAM
AKTUBHOCTI. (He 360BTYWITE).

Y KOXXHOMY Habopi MicTUTbCA IHCTPYKLT OO0 BUKOPUCTaHHSA.

NOTPIBHI HEHAQAHI MATEPIAJIN
Kar. N2: 09605 Dia-CAL Spec

KaT. N2:81100 Dia-PT

KaT. Ne: 21180 Dia-IMIDAZOL

Kat. N2: 09305 Dia-CONT Spec N

Kar. N2: 09405 Dia-CONT Spec P

e

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

OTpumaHi pesynbTtati dakTop-aediunTHUX NNasm 3anexaTb Bif KibKoxX
UYNHHVIKIB, AKi CUIIbHO NOB'A3aHi 3 BUMipIOBaNbHMM Nprnagamu, TUNamm
peareHTiB, fediuUTHUMYK CybCTpaTamm Ta PiHULAMI MiX nabopaTtopiamu.
Ko»Ha nabopatopisi NTOBMHHA BCTAHOBUTMW BAaCHWI AOBIAKOBUI iana3oH ans
KOHKPETHOI CUCTEMU iIHCTPYMEHTIB-peareHTiB.



KOHTPOJ1b AKOCTI

KoxHa nabopatopis NOBMHHa BCTAHOBUTW NPOrpamy KOHTPOJIIO AKOCTI.
HopMmanbHi Ta NaTonorivyHi KOHTPOJbHI NNasmu NOBUHHI 6yTv pocnigkeHi nepen
KOHOO NMOCTaHOBKOIO BMMiPIOBaHb 3pa3KiB NaLi€eHTiB, Wob 3abe3neuntn
AKICHUI NOKa3HKK po6oTu. AKLLO JOCNiIKEeHHs KOHTPONIB He Bignosigae
pedepeHTHOMY Aiana3oHy TO pe3ynbTaTyi AOCHiIKeHb NaLieHTa Clif BBaXxaTuca
HegincHMK. TOBaprCTBO 3 06MeXeHoI0 AianbHicTio Diagon NocTaBnae HaCTyMHi
KOHTPOJi, BOCTYMHi ANA BUKOPUCTaHHA 3 LIUM BUPOGOM:

KaT. N2: 09305: Dia-CONT Spec N

KaT. N2: 09405: Dia-CONT Spec P

HOPMAJIbHI 3HAYEHHA

HopmanbHi 3HaYeHHA MOXYTb BiAPI3HATUCD MixK TabopaToPiAMU 3aneXHO Bif
TEXHIKW Ta CUCTEM, L0 BUKOPUCTOBYIOTHCA. 3 L€l MPUUMHM KOXHa nabopaTtopis
NOBWHHA BCTAaHOBWTY BNIACHI fiiana3oHn HOPManbHUX 3HayeHb. OuikyBaHi
3HauYeHHs aKTMBHOCTI pakTopy € 50-150%.

POBOYI XAPAKTEPUCTUKU

KoxHa nabopatopisi NOBMHHA BCTAHOBUTYM BNACHi po60Yi XapaKTepUCTUKN.
JocnipxeHHA 30BHiLLHIX GakTopiB TOBAaPMCTBOM 3 0OMEXEHOI0 AiANbHICTIO
Diagon po3po6ieHi TaknmM YNHOM, o6 PO3po6UTY NiHINHY CTaHAAPTHY KPUBY 3
aKTUBHICTIO 10-150%. OYiKy€eTbCA, WO 3HAYEHHA TOYHOCTI B aHanisi i Mix
aHanizamu 6yayTb MeHLe 5%, KOPUCTYIOUNCh [iana3oHOM HU3KU
aBTOMATU30BaHNX IHCTPYMEHTIB.
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