AEOILNTHA NNA3MA XI ®AKTOPY DIA-FXI
DEFICIENT PLASMA

Dia-FXI Deficient Plasma

Kamanoe. N°: 08605 Jama sunycky iHcmpykuyii: 5-11-2018

Bepcis: 3

OCHOB0I0 _Npu _nposedeHHi aHanizy € opu2iHan _iHcmpykyii
aHanilickkolo Mo8oto, 8Kk1ddeHoi 8 Habip. Homep i dama eepcii
opuz2iHany ma nepeknady iHCmpyKyii no8uHHi cnisnadamu.

Kar.N2: 08305  [lediuntHa nnasma VIl pakropy Dia-FVIIl Deficient
plasma

Kar.N2: 08405 [lediuyutHa nnasma IX pakropy Dia-FIX Deficient plasma

Kar.N2: 08605  [lediuyutHa nnasma XI pakropy Dia-FXI Deficient plasma

KaT N2: 08705 AediyntHa nnasma Xll pakropy Dia-FXIl Deficient plasma

NPU3HAYEHHA

Habip ¢akTop-gediunTHNX nnasm npusHayeHUin ANA KinbKiCHOro BU3HAYeHHs
BiiNOBIAHOrO QaKTopy Yy nNaui€eHTiB, B AKUX MNiAO3PIOETLCA BPOAKEHUA UK
HabyTuin pediunt Uboro KoarynauinHoro npoteiHy. LLo6 BumipATy KinbKicTb
OoKpemux KoarynauinHux ¢akTopiB 3a AOMOMOrolw OAHOETarnHoOro Mmetomy
noTpibHa cybcTpaTtHa nnasma 6e3 gaHoro gpakTopy. Po3BeaeHHA JOCNiAKyBaHOT
nnasmm 3miwyioTb 3 ¢PakTop-AediUNTHO NNasMol0 Ta BM3HAYalTb Yac
3ropTaHHA cymiwi. BunpasneHui yac 3ropTaHHA Niasmm NauieHTa NOpPiBHIOETbCA
3 BUMpPaBNeHNM JOBIIKOBMM MaTepiasiom, Lo AO3BOMAE BU3HAUNTUN % aKTUBHOCTI
nnasmu nauieHta. Habip daktop-gediuntHoi nnasmm ToBapuncTBa 3 06MeXeHO0
DIANBHICTIO MOXe BUKOPWUCTOBYBaTUCH Ha Oyab-AKOMy npunagi, 3paTHOMy
npoBoAWTM  AOCNigKeHHA Ha ocHoBi AYTY-paktopa. [Ona OTpuMMaHHA
BiANOBIAHMX [HCTPYKUi nocunanTecb Ha I|HCTPYKUilO LWOAO BUKOPUCTaHHA
npvnagis.

& NMONEPEAXEHHA
PeareHTu, Wo MiCTATbCA B JAaHOMY Habopi, NpV3HAYeHi AN AiarHOCTWKM in vitro.

&)} 3ACTEPEXEHHA

MoTeHuinHo Hebe3neyHi maTtepiann - HE KOBTATU! Oparaiite pykaBuuku npu
po6oTi 3 ycima KoMMoHeHTamMu Habopy.

MpoAyKTV nnasmu NPOWMWWNN CKPWHIHT-TECT Ta BUABWIUCH HEraTVBHUMU  Ha
HanBHiCTb aHTWTINa renatuty B (HbsAg), aHTuTina BIJT 1 Ta 2 Ta aHtuTina BIC;
OfHaK, Mif Yac BUKOPUCTaHHA 3 HUMKW CRif AOTPUMYBATUCA TaKMX 3aCTePEXHUX
3axoAiB, AK i 3i 3pa3kom nnasmu noavHKU. Bci imyHomediuuTHi nnasmu €
HeraTuBHUMM Ha BI'C.

NMOBOAXKEHHA 3 BIAXOJAMU
3BepHiTbcA A0 nacnopTy 6e3nekn XimiuHOT NpoAyKLii WoAo pU3KKiB Ta NpaBun

6e3neku, Ta ix yTunisauii.

HAZAAHI MATEPIAJIU

dakTop-gediunTHI
nnasmu oTpUMaHi 3
naasMu NIOANHN i
MiCTATb MeHwWwe 1%
3aNULLKOBOT
dakTopHoTI
AKTUBHOCTI.

KomnoHeHT BmicT Oonuc MiproToBka
QakTop-aediunTHi 5x1mn Yci Buwe Po3sepiTb KOXHY
nnasmu nepepaxoBaHi nnAweyky 1 mn

ouunLweHoi BOAK.
Jlerko notpycitb i
3anuwTe Ha 15
XBUNVH. lobpe
3MmiWwaTy nepeq,
BUKOPUCTAHHAM
(He 360BTYBaTH).

Y KOXKHOMY Ha60pi MicTUTbCA IHCTPYKLT WOA0 BUKOPUCTAHHA.

HEOBXIAHI MATEPIANTU
Kar. N2: 09605 Dia-CAL Spec

Kat. N2: 41192 Dia-CaCl>

KaT. N2: 21180 Dia-IMIDAZOL

Kart. N2: 71048 Dia-PTT

KaT. N2: 09305 Dia-CONT Spec N
KaT. N2: 09405 Dia-CONT Spec P

X 3BEPIFAHHA | CTABUIbHICTb

HeBigkpnTi ¢nakoHn cTabinbHi [0 3aKiHUEHHA TepMmiHy NpuAaTHOCTI Mnpu
36epiraHHi y BIiAMOBiAHMX ymoBax. [licns po3BeAeHHA peareHTU CTabinbHi
ynpopoex 8 roauH npu 36epiraHHi npu *2 - *8 ° C. Jliodinisat nosmnHeH 3'ABUTUCH
AK Cyxa Npobka abo LWMaToOYOK 611if0-KOBTOro Konbopy. Mepes BUKOPUCTaHHAM
nosigomTe BUPO6HUKa Npo Byab-AKe BigXUNeHHsA Bif Takoro surnagy.

3ABIP 3PA3KA I MIATOTOBKA

BukopwucToByiiTe 3aBXAnM Yy po6OTi MnnacTukoBi abo CMNIKOHI30BaHi CKNAHI
emHocTi AnAa 3abopy. Kpos (9 yactuH) cnifg 3abupat y cniBeigHOWeHHi Ao 3,2 %
abo 3,8% aHTuMKoarynAaHTy uuTpaTy Hatpito (1 yacTuHa). BigokpemuTn nnasmy
nicna ueHTpuoyryBaHHa npu 1500 x g ynpogosx 15 xBunuH. Mnasmy cnig
36epirat npu Temnepatypi *2 - *8 °C abo *18 - *24 °C. [JocnigKeHHs NoTPiGHO
NPOBECTN He Mi3Hiwe 4 roguH nicna 36opy 3paskis. Mnasma moxe 36epiratnca
3amopoxeHa npm -20 ° 2 TvkHi abo npu -70 ° C ynpoposx 6 micauis. Mepepn
npoBeAeHHAM JOCNIAXKEHD LWBNAKO PO3MOPOXYINTE NiasMy npu Temneparypi +
37 ° C. He Tpumaiite npu + 37 ° C 6inblue 5 XBUAWH.

I:EI MPOLEAYPA

A. PYYHUW METOA

MigroTynTe BCi peareHTH, AK 3a3Ha4Y€HO B IHCTPYKLi KOXHOro Habopy. Harpiiite
Dia-PTT peareHT po KimHaTHOI Temnepatypu i Dia-CaCl2 go + 37 ° C
6e3nocepefiHbO Nepeq BUKOPUCTAHHSAM.

Mpo6ipka Kani6pauiiiHa Dia-IMIDAZOL AKTUBHicTb
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

1. TigroToBKa CTaHAAPTHOI KPUBOI:
a.  NigrotynTe Buweska3saHi Dia-IMIDAZOL po3sefeHHs.
b.  3miwaiite He 360BTyIOUN.

2. MNigroToBka 3pa3Ka naujieHTa:

a. Migrotynte 1 + 4 po3BefeHHA Mia3Mu MauieHTa abo KOHTPOSbHOT
nna3mu 3 Dia-IMIDAZOL.

b.  3miwarite He 360BTyIOUN.

3. TectyBaHHA:

a. [loBTopioloun ninetynte
peakLuiliHy npobipKy.

b. [Hopaiite 50 MKn cTaHAapTy, PO3BeAeHHA nnasmy nauieHta abo
KOHTpOMIo Ta iHKyOyiTe npu + 37 ° C 2 xBuauHu. AKwo Bepcii
npunagy Coag4D - 2.06 Ta Coag2D - 2.02 Bam NOoTpi6HO camum
KOHTpoOnioBaT BMW3HaueHUil 4ac iHKy6auii 3a pgonomoroio
Tanimepa!

c. Y Bunagky Bepciin 2.06 (ana Coag4D) Ta 2.02 (Coag2D) usa dyHKUiA Bxe
€ y NporpamHomy 3abe3neyeHHi.

d.  [Jopawte 50 mkn Dia-PTT peareHTy Ta iHKybyinTe 5 xBunuH npu + 37 °
C.

e.  [Jopante 50 mkn 3 0.025M po3umnHy Dia-CaCL2, ogHOYaCHO BMUKalouu
ceKyHAoMIp.

f. Br3HauTe yac 3ropTaHHA [n1A KOXHOro pO3BefeHHA CTaHAapTy,
KOHTpOo abo 3paskKa.

g. [o3HauTe % akTMBHOCTI (Bicb X) Ta cepepfHii yac 3ropTaHHa (Bicb Y)
AJ1A CTaH[apTiB Ha ABOBUMIpHOMY rpadiyHOMy nanepi.

h.  OTpumaiite npamy niito.

50 mkn dakTtop-gediunTHOi nnasmu B

IHTEPNPETALIA PE3YJIbTATIB

IHTepnontoiTe 3HaueHHs NauieHTa 3 KpUBoi. OBUNCNITb TOUHI 3HAUEeHHA NaLieHTa
260 KOHTPOJIbHI 3HAUEHHSA LWNAXOM KOPWUTYBaHHA Pi3HWLi 3HaueHb KanibpauiiHoT
nnasmy HaCTyMHUM YAHOM:

KopekTHa (PedpepeHcHe 3HaueHHsA X IHTepnonboBaHe
AKTMBHICTb KaniépauiiHoi nnasmu/100) 3HaYeHHA NauieHTa
(%)= 260 KOHTpOSI0

B. ABTOMATUYHUW METOA

[eTanbHi iHCTPYKUii AVB. y BiANoBigHOMY NOCIGHVKY 3 BUKOPUCTaHHA npunagy
abo 3BepHiTbcA Ao ToBapucTBa 3 obMexeHow pAianbHicTio Diagon pna
KOHKPETHUX BKa3iBOK LLOAO 3aCTOCYBaHHA Npunagy.



OBMEEHHA

OTtpumaHi pe3ynbTatv  ¢pakTop-AediuMTHUX NnNasm 3anexatb Bif KinbKox
UVMHHWKIB, AKi CMIbHO MOB'A3aHi 3 BUMIpIOBaNbHUMK MpUnagamy, TUnamu
peareHTi, AediunTHUMKM cybCcTpaTamMn Ta PisHUUAMKU MK nabopaTopiamu.
KokHa nabopatopis NOBMHHA BCTAaHOBMTU BNacHUA pedepeHCcHNi diana3oH ans
KOHKPEeTHOI CUCTeMM MpUnag-peareHT.

KOHTPOJIb AKOCTI

KoxHa nabopaTtopia MOBWMHHA BCTaHOBWUTW MpPOrpamy KOHTPOMO AKOCTI.
HopmanbHi Ta naTonoriyHi KOHTPONbHI Nnasmy NOTpPibHO AocnigxKysaT nepen
KOXHOI MOCTaHOBKOI BMMIpIOBaHb 3pa3KiB nNauieHTiB, Wo6 3abesneunTn
AKICHUIA MOKasHUK poboTu npunagy Ta ornepatopa. AKWO AOCNiAXKEeHHA
KOHTPONIB He BiAMNoBiAae pedpepeHCHOMY AianasoHy, TO pe3ynbTaTv AOCNIAXKEHb
nauieHTa cnig BBaXkaTW HeRiNCHUMU. TOBApMUCTBO 3 OOMEXEHOI AiANbHICTIO
Diagon noctayae HacCTymHi KOHTPOMi, AOCTYNHi [ANA BUKOPUCTAHHA 3 LUM
nNpoAyKTOM:

Kar. N2: 9305: Dia-CONT Spec N
Kart. N2: 9405: Dia-CONT Spec P

PE®EPEHCHI 3HAYEHHA

PedepeHcHi 3HaueHHA MOXYTb BijPi3HATUCL MiX NnabopaTopiamu 3anexHo Bif
TEXHIKWN Ta CUCTEM, LLO BUKOPUCTOBYIOTHCA. 3 L€l NPUUMHK KOXHa nabopaTopis
NOBUHHA BCTaHOBWTW BRacHi fianasoHW HOPManbHUX 3HauyeHb. OuikyBaHi
3HAYEHHS aKTUBHOCTI pakTopy € 50-150%°.

POBOYI XAPAKTEPUCTUKWN

KoxHa nabopaTopis MOBMHHa BCTAaHOBUTU BRACHi po6oYi XapaKTepuUCTUKN.
JocnigxeHHA 30BHilWHIX ¢dakTopiB ToBapMUCTBOM 3 OOMEXEHOW AiANbHICTIO
Diagon po3po6neHi Taknum YMHOM, Wob po3pobuTy NiHiHy cTaHAAPTHY KpYBY 3
aKkTUBHiCTIO 10-150%. OuiKy€eTbCA, WO 3HAYeHHA TOYHOCTI B aHanisi i Mix
aHanizamy  6yayTb  MeHwWwe 5%, KOPWUCTYIOUWUCb — fianasoHom HU3KM
aBTOMaTN30BaHNX iIHCTPYMEHTIB.

CumBonu
Mounaaw ana MNepeBipnTn 3
WD i’;FHO?TVIJIJ'(I/I in vitro Ijil iHCTPYKUi€t
A KOpuWCTyBaya
& Biozaxuct X Hianason
Temnepatypu
H BnpobHuK g Tepmin npupaTHoCTi
Homep naprii c€ z:a" BIANOBIAHOCTI
Homep y kaTtanosi

BUPOBHUK

JIAFOH JITA.
8y/n. bapow, 48-52,
H-1097 bydanewm, YeopwuHa
Ten.: +36 1 3696500
@akc: +36 13696301
Web: www.digon.com
e-mail: diagon@diagon.com

OIAMES

Trade

YMNOBHOBAXEHWUI NMPEACTABHUK

TOB «/JIAMEB TPEV[]»
syn. CumoHa lemniopu, 25
M. leaHo-OpaHkiscek, 76014
men.: +38(0342) 775 122
akc: +38(0342) 775 123
e-mail: info@diameb.ua
www.diameb.ua
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