AEOILNTHA NNA3MA V OAKTOPY
DIA-FV DEFICIENT PLASMA

Dia-FV Deficient Plasma

Kamanoe. N°: 08105 Jama sunycky iHcmpykuii: 21-11-2018

Bepcis: 3

OCHOB0I0 _Npu _nposedeHHi aHanizy € Oopu2iHan _iHcmpykyii
aHanilickkolo Mo8oto, 8Kk1ddeHoi 8 Habip. Homep i dama eepcii
opuz2iHany ma nepeknady iHCmpyKyii no8uHHi cnisnadamu.

Kar.N2: 08005 [lediuntHa nnasma Il pakropy Dia-Fll Deficient Plasma

Kar.N2: 08105 [lediuyutHa nnasma V ¢paktopy Dia-FV Deficient Plasma

Kar.N2: 08205 [lepiyutHa nnasma VII ¢akropy Dia-FVIl Deficient
Plasma

Kat.N2: 08505 [lediyutHa nnasma X ¢pakropy Dia-FX Deficient Plasma

MPU3HAYEHHA

Habip ¢akTop-gediunTHNX nnasm npusHayeHuin AnsA KinbKiCHOro BU3HAYeHHs
BiNOBiAHOrO ¢aKTopy Yy nNaui€eHTiB, B AKUX MNiJO3PIOETLCA BPOAXKEHUA UK
HabyTun pediumt uboro KoarynauiiHoro 6inka. LWo6 BuMipATM KinbKicTb
OoKpemux KoarynauinHux ¢akTopiB 3a AOMOMOrow OAHOETarnHoOro Mmetomy
noTpibHa cybcTpaTHa nnasma 6e3 gaHoro ¢pakTopy. Po3BeaeHHA JOCNiAKyBaHOT
nnasmm 3miwyioTb 3 ¢PakTop-AediUNTHO NNa3smMol0 Ta BM3HAYalTb Yac
3ropTaHHA cymiwi. BunpasneHunin yac 3ropTaHHA Niasmm NauieHTa NOpiBHIOETbCA
3 BUMpPaBNeHNM JOBIIKOBMM MaTepiasiom, Lo AO3BOMAE BU3HAUNTUN % aKTUBHOCTI
nnasmy nauieHta. Maktop-gediunTHa nnasma ToBapucTBa 3 OOMEXEHOLO
DIANBbHICTIO MOXe BUKOPWUCTOBYBaTUCbL Ha OyAb-AKOMy npunagi, 3paTHOMy
NPOBOAUTY JOCNIAKEHHA Ha OCHOBI PT-dakTopa. [InAa oTpMmaHHA BignoBiaHMX
IHCTPYKUi nocunantecb Ha IHCTPYKLilo WOAO BUKOPUCTaHHA Npunagis.

i NMONEPEOKEHHA

PeareHTu, Wo mMicTATbCA B JAaHOMY Habopi, NpV3HAYeHi AN BiarHOCTWKM in vitro.

)\ 3ACTEPEXEHHA
L \;;J'

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

MpoAyKTV nnasmu NPOWMWNAN CKPWHIHT-TECT Ta BUABWAUCH HEraTVBHUMU  Ha
HanBHiCTb aHTWTINa renatuty B (HbsAg), aHTuTina BIJT 1 Ta 2 Ta aHtuTina BIC;
OfHaK, Nif Yac iXHbOro BUKOPUCTAHHA CNif BXMUBATU TaKi »K 3aCTepexHi 3axoau,
AK i 3i 3pa3kom nnasmu noarHN. Bci imyHoaediLMTHI Nnasmm € HeraTBHUMA Ha
Brc.

NMOBOAXKEHHA 3 BIAXOAAMU
3BepHITbCA [0 AaHWX nacnopTy 6e3neku XiMiuyHOI Npopykuii AnA pusnKiB Ta

npaswn 6e3neku, Ta ix ytuniauii.

HAZLAHI MATEPIATIA

KomMmnoHeHT Bmict Oonuc MigrotoBka
QakTop-aediynTHI 5x1mn Yci Buwe Po3BegiTb KOXHY
nnasmm nepepaxoBaHi nnaweyky 1 mn
dakTop- ouuLieHol Boaw.
nediumnTHi Jlerko notpycitb

nnasmu oTpumaHi
3 Nnasmu noanHn
i MiCTATb MeHwWe
1% 3anuwKoBoi
dakTopHoi
AKTUBHOCTI.

i 3annwitb Ha 15
XBUIUH.
3miwanTe gobpe
nepeg,
BUKOPUCTaHHAM
(He 360BTYIiTE).

Y KOXXHOMY Habopi MicTUTbCA IHCTPYKLT LL0J0 BUKOPUCTaHHA.

HEOBXIAHI MATEPIANIN
Kat. N2: 09605 Dia-CAL Spec

KaTt. N2:81100 Dia-PT

Kar. N2: 21180 Dia-IMIDAZOL
KaT. N2: 09305 Dia-CONT Spec N
KaTt. N2: 09405 Dia-CONT Spec P

C
X 3BEPIFAHHA | CTABUIbHICTb
Ey

HeBigkputi  ¢nakoHn cTabinbHi [0  3aKiHYEHHA  TepMmiHy
npupatHocTi npu 36epiraHHi y BignoBigHMX ymoBsax. [licna po3sefeHHA
peareHT cTabinbHi ynpoaosx 8 roguH npu 36epiraHHi npu +2 .. + 8 ° C.
Niodinizat NoBMHeH 3'ABUTUCL AK Cyxa Onifo-KOBTOro Konbopy npobka abo
lWMaTouyoK. [lepes BMKOPWUCTAHHAM MOBifOMTe BUPOGHMKa Npo Oyab-Ake
BiIXVIEHHA Bif Takoro surnagy.

3ABIP 3PA3KA I MIATOTOBKA

BrikopucToByiTe 3aBXan y poboTi NnacTMKoBi abo CUNIKOHOBI CKNAHI  EMHOCTI
ansa 3abopy. KpoB (9 uyactvH) cnig 3abupatu y cniBBigHOWeHHI Ao 3,2 %
AHTUKOAryNAHTY LMTPaTy HaTpito (1 yacTMHa). inA oTpMMaHHA Mnasmm NoTpibHo
LeHTpudyrysatv npu 1500 x g ynpopos:k 15 xsunuH. Mnasmy cnig 36epiratn npu
Temnepatypi *2 - * 8 °C abo *18 - *24 °C. locnif>keHHA NOTPIGHO NMPoBeCTU He
nisHiwe 4 roavH nicna 36opy 3paskis. Mnasma moxe 36epiratnca 3aMopoXKeHa
npu -20 ° 2 TuxHi abo npu -70 ° C ynpofosx 6 Micauis. MNepen nposeaeHHAM
[OCNifKeHb WBMAKO PO3MOPOXYNTe nnasmy npu temnepaTypi + 37 ° C. He
TpumaTtu npu + 37 ° C GinbLue 5 XBUNUH.

BH NPOLIEAYPA

A. PYYHUN METO[,

Migrotynte BCi peareHTw, AK 3a3Ha4yeHO B IHCTPYKLUIii KOXHOro nakeTty. Harpinte
Dia-PT pearent po Ttemnepatypm + 37 ° C 6e3nocepegHbO nepeq
BUKOPUCTaHHAM.

1. TigroToBKa cTaHAAPTHOI KPUBOI:

Mpo6ipka | Kani6pauiiiHa nnasma Dia-IMIDAZOL AKTUBHICTb
(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

a.  [ligroTynTe BuLle BKa3aHi po3BeAeHHs.
b.  3miwarite He 360BTYyIOUN.
2. [ligroToBKa 3pa3Kka nauieHTa:
a.  NigroTyiiTe 1 + 4 po3BefeHHs Nnasmu NauieHTa abo KOHTPONbHOI
nnasmu 3 Dia-IMIDAZOL.
b.  3miwaiite He 360BTYyIOUN.
3. TecTyBaHHA:
a. Ninetynte, py6niotoun,
peakuiiiHy npobipky.
b. [Hopaiite 50 MKN cTaHZapTy poO3BeAeHHA nnasMu nauieHta abo
KOHTPONIO Ta iHKY6yWiTe npu + 37 ° C npoTarom 150 cek.
c.  [JopaiTte 100 MKN TPOM6OMIACTUH-KaNbLiEBOrO peareHTy, OAHOYaCHO
BMWKaOUM CEKYHAOMIp.
d. Bu3HauiTb yac 3ropTaHHA AfIA KOXKHOFO PO3BEAEHHA CTaHAapTy,
KOHTpOo abo 3paskKa.
e. [o3HauTe % akTMBHOCTI (Bicb X) Ta cepepfHin yac 3ropTaHHA (Bicb Y)
ANIA CTaH[apTIB Ha 2-BUMipHOMY rpadiuHoMy nanepi.
f.  Otpumaiite npsamy niHito.

50 ™mkn dakTop-aediunTHOI nnasmm B

IHTEPNPETALIA PE3YJIbTATIB

IHTepnontoinTe 3HaueHHA NauieHTa 3 KpUBoi. OBUNCNITb TOUHI 3HaUEeHHA NauieHTa
260 KOHTPOJIbHI 3HAUEHHSA LNAXOM KOPWUTIYBaHHA Pi3HWL 3HaueHb KanibpauiiHoT
nnasmy HaCTyMHUM YAHOM:

MpasunbHa
AKTUBHICTb (%)=

(PedepeHcHe 3HaueHHs X
KanibpauiiHoi nnasmmn/100)

IHTepnonboBaHe
3HaYeHHsA NauieHTa
ab0o KOHTpONIO

B. ABTOMATUYHUW METOA

[eTanbHi iHCTPYKUii AVB. y BiANoBigHOMY NOCIGHVKY 3 BUKOPUCTaHHA mpunagy
abo 3BepHiTbcA po ToBapucTBa 3 obMexeHow pAianbHicTio Diagon pna
KOHKPETHUX BKa3iBOK LLOAO 3aCTOCyBaHHA Npunagy.



OBMEEHHA

OTpumaHi pesynbtatn  ¢akTop-AediunUTHUX nnasMm 3anexaTb Bi  KiNbKOX
UYMHHUKIB, AKi CWIbHO MOB'A3aHI 3 BMMIPIOBANbHYMU MpUAagamy, Tunammn
peareHTi, AediunTHUMM cybCcTpaTamMm Ta pisHUUAMKU MK nabopaTopiamu.
KoxHa nabopatopis NoB1HHa BCTAaHOBUTY BlacCHWI pedepeHCHUI Aiana3oH Ana
KOHKPEeTHOI CUCTeMU IHCTPYMEHTIB-peareHTis.

KOHTPOJ1b AKOCTI

KoxHa nabopatopia MOBWMHHA BCTAaHOBWUTW MpPOrpamy KOHTPOMO AKOCTI.
HopmanbHi Ta naTonoriyHi KOHTPONbHI NNa3My NOBUHHI ByTU JocnimKeHi nepen
KOXHOI MOCTaHOBKOIO BMMIplOBaHb 3pa3KiB nauieHTiB, Wob6 3abe3neunTn
AKICHUIA MOKasHUK poboTu npunagy Ta onepaTtopa. AKWO AOCNiAKEeHHA
KOHTPONIiB He BiagnoBifae pedepeHCHOMY Aiiana3oHy, TO pe3ynbTaTi AOCNigXKeHb
nauieHTa cnig BBaXkaTy HegincHYMW. TOBApUCTBO 3 OOMEXEHOI AiANbHICTIO
Diagon noctaya€ HacCTymHi KOHTPOMi, AOCTYNHi ANA BUKOPUCTAHHA 3 LUM
npunagom:

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

PE®EPEHCHI 3HAYEHHA

HopmanbHi 3HaueHHA MOXyYTb Bifipi3HATUCL MiXK nabopaTopiamMy 3anexHo Bif
TEXHIKU Ta CUCTEM, LLO BUKOPUCTOBYIOTLCA. 3 L€l MPUUMHM KOXHa NnabopaTopis
NOBVMHHA BCTAHOBUTU BRacHi fianasoHW HOpManbHMX 3HayeHb. OuikyBaHi
3HaYeHHsA aKTUBHOCTI pakTopy € 50-150%.

POBOYI XAPAKTEPUCTUKWN

KoxHa nabopaTopid MOBMHHa BCTAaHOBUTWU BRAcHi poboui XapaKTepuUCTUKN.
JocnigkeHHs 30BHiWHIX ¢akTopiB TOBApMCTBOM 3 OOMEXeHOo [AiANbHICTIO
Diagon po3pobneHi Taknum YMHOM, Wob po3pobuTy NiHiiHy cTaHAAPTHY KpYBY 3
akTuBHicTIO 10-150% (6yab nacka, nepeBipTe pAiana3oH ekcTpanonauii y
HanawTyBaHHi 0bnagHaHHA). OYiKy€eTbCA, WO 3HAYEHHA TOYHOCTI B aHanisi i Mix
aHanizamm  6yayTb CTaHOBUTU MeHWwe 5%, KOPUCTYIOuMCb [Aiana3oHoM
aBTOMATUYHUX NPWUNaAIB.
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