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OCHOB0I0O _Npu__nNposedeHHi _aHanizy € opueiHan _iHCmpykuii
aH2JilCbKOK MOB0I0, 8kddeHoi 8 Habip. Homep i dama _eepcii
opuziHany ma nepekiady iHCmpyKuii Nno8UHHI cnisnadamu.

MPU3HAYEHHA

Habip Dia-Plasminogen npu3HayeHunin Ana KinbKiCHOro BU3HaueHHA
nnasmiHoreHy B niasmi NOAMHN 3 BAKOPUCTAaHHAM XPOMOre€HHOTo MeToAy
aHanisy.

KOPOTKUI onuc

Mna3smiHoreH (PLG) € nonepefHykom nnasmm GibpuHONiTMYHOro GepmeHTy,
nnasmiHy. HaAaBHICTb HaANULIKOBOI KiNbKOCTi CTPENTOKiHa31 yTBOPIOE KOMMNEKC,
AKNIN KaTanisye peakLito 3 cybcTpaTom AnA BMBINbHEHHA N-HiTpoaHiniHy (NHK).
PiBHI nnasmiHOreHy MOXyTb 3HXKYBATUCA Yepes BPOKeHNI abo HabyTvi
nediuT, Takni AK: NEPBUHHNIA 360 BTOPUHHMIA Gi6pUHONI3. BUCHAaXeHHA
nnasmiHoreHy Takox BiabyBa€eTbcA nif yac TpomboniTUYHOI Tepanii, ane
HalNOLIMPEHILIOIO NPUYMHOIO € AUCEMIHOBaHA BHYTPILIHbOCYAMHHA Koarynauisa
(DIC).

NPUHLUUN TECTY

Komnnekc nnasmiHoreH-cTpenTokKiHasn KaTanisye BuBinbHeHHA pNa 3
XpOMoreHHoro cybctpaty.1, 2 L WBMAKICTb aKTMBHOCTI MOXe BUMIpoBaTHCA
doTomeTpryHO Npur 405 HM | € NPAMO NPONOPLINHOI O KiNIbKOCTi HasBHOTO
nnasmiHoreHy y 3pasky. AKTUBHICTb MOXe BifJICTeXyBaTUCb METOAOM MOYaTKOBOI
HOpMM Kypcy abo meTofiom 6110KyBaHHsA Ail Kucnotu. DepmeHTaTBHa
AKTMBHICTb He € YyT/IMBOLO A0 iHriGITOPIB Niasmu.

i NONEPEOKEHHA

PeareHTu, WO MiCTATbCA B JaHOMY Habopi, NpU3HAYeHi 4NA JiarHOCTUKM in vitro
e nig NnpodecinHUM KepPiBHULITBOM.

3ACTEPEXEHHA
&

MoTeHuinHo Hebe3sneyHmin maTepian — HE KOBTATU!

Mna3my 6yno NPOCKpPiHEHO Ta BUABNEHO HEraTMBHOI Ha NPUCYTHICTb aHTUreHy
renatuty B (HbsAg), aHtutina BI1 1 i 2 Ta aHTtuTina BI'C; ogHak 3 HuMK cnig
NOBOANTUCH 3 TAKMMU X 3aCTepPeXXeHHAMM, AK i3 3pa3kom nnasmu noguHu. Nig
Yac BUKOPWCTAHHA Mnasmu 3 AediunTom, BXUBANTE 3acTepexkHi 3axogu npu
BUKOPUCTaHHi iHeKUinHKX MaTepianis.

NMOBOAXKEHHA 3 BIAXOAAMU
3BepHITbCA A0 AaHMX Wono 6e3nekn npoayKuil Ana pu3KKis Ta Npasun 6esnekn

Ta iX yTunisauji.

HAZAAHI MATEPIAJTIA

KomnoHeHT Bmicr

Dia-PLG CtpenTokiHa3a 4x2mn
Dia-PLG cybcTpat 4x2mn
Dia-PLG 6ydep 4x5mn

Dia-PLG CtpenTokKiHa3a

IHrpepieHT: Yy KOXHOMY ¢nakoHi mictutbca 10000
CTpenToKiHa3m Ta <1% anbbymiHy niofuHM AK cTabinizaTopa.
MNiproroBKa Ao 3acTocyBaHHA. PO3BeAiTb KOXeH GpnakoH 3 2,0 Mn aeioHizoBaHOT
BOAMN.

Op  niodinisaty
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PeareHT CTpenTokiHa3u cTabinbHW JO AaTU 3aKiHYEHHA TepMiHy NPUAATHOCTI,
BKa3aHoi Ha eTuKeTLi dnakoHy npu 36epiraHHi npu 2-8 ° C. Po3BefeHwnid peareHT
cTabinbHNn ynpopoBX ofHoro TuxHA npu 2-8 ° C abo opguH MicAub npu
Temnepatypi-20 ° C.

Dia-PLG Cy6cTpaT nnasmiHy

IHrpepieHTN: y KOXXHOMY dnaKoHi MicTUTbCA 5 MKMonb niodinizaTty H-D-Nle-HHT-
Lys-pNA.2AcOH.

MigroToBKa A0 3acTocyBaHHA. Po3BefiTb KOXXeH ¢pnakoH 3 2,0 Mn AeioHi30BaHOI
BOAW.
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Cy6cTpaT CTabinbHM A0 3aKiHYeHHA TepMiHy NpPUAATHOCTI, BKa3aHOro Ha
eTuKeTuUi ¢nakoHy npu 36epiraHHi npn 2-8 ° C. Po3BeaeHUin peareHT cTabinbHuUin
YNpOoAoBX 0fHOro TvxHA nNpwm 15-30 ° C abo BNpofos:K ABOX MicAaLiB npu 2-8 ° C.
AKIWO 3aMOpOXeHWUI ofpa3y X MicnA po3BefeHHA, TO peareHT cTabinbHWin 6
MicauiB npy TemnepaTypi-20 ° C.

Dia-PLG 6ydep

IHrpepienTn: Bydep € 10-kKpaTHUM KoHUeHTpaToM. Micna posbasneHHA 6ydep
mictutb 0,05 M Tpuc-HCl, 0,110 M NaCl.

MiprotroBka Ao 3actocyBaHHA. Po3BefiTb KOXeH $nakoH KOHLEHTPOBAaHOroO
6ydepa 3 50 mn peioHizoBaHOi Boan. po3basneHHa bydpep micTuTb 0.05 M Tris-
HCI, 0.110 M NacCl.
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PosBegeHnii 6ydep cTabinbHUi ynpofosK ofHOro TvxHA npu 18-25 ° C abo
ofuvH Micaub npn 2-8 ° C.

3ABIP 3PA3KA I MIATOTOBKA

3pasokK: nnasmMa, oTpUMaHa 3 yciei 3ibpaHoi KpoBi 3,2% aHTUKOarynaHTom
LMTpaTy HaTpilo, € 3pa3KOM.

3a6ip 3pa3ka: KpoB Moxe byTK 3ibpaHa y NOpOoXHi NPo6ipKM 2-0Ma LWnpuLamm
260 MeTennKoM Ta LNPULOM.

TouHiCTb KOarynoriuHux aHanisis 3anexaTb Bif NPaBUIbHOrO BiAHOLLEHHSA
3ab0py KpoBi [0 aHTVKoarynaHTy. Mpu 3paskax KpoB.i 3 remaTokputamu (IKT) 40-
50% (HopMma) 9 4acTuH CBiX03ibpaHoi KPOBI CNif oapasy X AoAaT OAHY YaCTUHY
aHTUKOArynaHTy.

Mpwu 3paskax KPOBi 3 reMaTOKpPUTaMW, L0 3HAXOAATLCA 3a MEXaMN HOPMaNbHOrO
AianasoHy BU3HauTe KifbKiCTb KPOBI, AKY CNif AoAaTV A0 aHTUKOArynaHTy, 3a
Takoto ¢popmynoio:

YacTuHM KpOBi 10 OfHiEl YacTMHM aHTUKoarynaHTy = 0.6 : (1-.HCT) x 9

AKLLO reMaToOKPUTN He 3HAXOAATLCA B MEXaxX HOPMU, KPOB Chif HabpaTtn y
LWINpWL, @ NeBHY KiNbKiCTb 3MiLLaTV 3 BU3HaYeHUM 06CATOM LMTpaT
AHTUKOATYNAHTY.

MIArOTOBKA 3PA3KA

LieHTprdyryitTe 3pa3ku KpoBi Ha BiANOBIAHOMY KasibKyNATOPI WBWUAKOCTI
obepTaHHA LeHTpUdYr NeBHMI MPOMIXKOK Yacy, Wob oTpumaTti 6ifHy Ha
Tpomb6ounTn nasmy (To61o 3000 X g BNpoaosx 10 xBunvH). Oppasy
BijlOKpeMTe Nnasmy Bif KNiTWH KPOBI | MOMICTiTb Nnasmy B N1acTMKOBY NPOGipKy
3 HAKOHEYHVIKOM.
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BriKoHaiiTe aHani3 ynpofoB 2 roavH. 3pasok nnasmu cig 36epirati y 3akputmx
NMacTUKOBYX NPobipKax npu TemnepaTtypi BiA 2 Ao 8 ° C, AKLIO He NOTPi6HO
NPOBOAMNTY aHanis.

AKLLO TeCT 3aTPUMYETHCA BiNbL HiXK Ha 2 TOAMHK, NNa3ma MOXe 36epiraTnca npu
-20 ° C ynpopoB ofjHoro micaua. Nepen TeCToM LWBMAKO PO3MOPO3bTe Npu



Temnepatypi 37 ° C, ane He gonyckanTte 3Haxo4KeHHA npu Temnepatypi 37 °C
6inblue 5 XBUSINH.

OBMEXEHHA

MomMWNKoBI pe3ynbTaTi MOXKYTb 6yTU BUKNMKaHI 3abpyHEHHAM JOCNiAHOrO
3pa3zKka TKAHUHHVMW PiUHAMMU i 3aCTOEM. |KTEPUYHI, reMoni3oBaHi abo
rinepninemiyHi 3pasku BNANBalOTb Ha pe3ynbTaTy aHanisie. He cTpyyiite
LOCNiAHI 3pa3Ky, yHVKaiTe nornaaaHHA NOBITPAHMX MYXMPiB a60 YTBOPEHHSA MiHW.
[ns BpaxyBaHHA HAaCNiLKIB BXVBaHHs NTikiB 3BepTanTecs fo Young, et al’.

NMOTPIBHI HEHAIAHI MATEPIANIA
Dia-CAL Spec (Kat. N2: 09605) a6o lna3ma nioagnHu B HOpMI, NpoaHanizoBaHa
WHO craHgapTom BiacTexkeHHs a6o NIBSC ctaHaapTom.

KOHTPOJ1I MJIA3MU
Kat. N2: 09305: Dia-CONT Spec N
KaT. N2: 09405: Dia-CONT Spec P

KAJNIBPYBAHHA

0O6'egHaHa HopManbHa nnasma (PNP), aka 6yna 3ibpaHa TaknM »Ke YNHOM, AK
nnasma, AKy NoTpibHO NpoTecTyBaTy, MOXe OyTN BUKOpPUCTaHa ANA
NPWUroTyBaHHA CTaHAAPTIB NnasmiHoreHy. Takox MOXyTb 6yTW BUKOPUCTaHI
KOMepLjiHO MiAroTOBNEHi CTaHAAPTM Ma3Mu, B AKX OyB BU3HaUYeHWii piBeHb
naasmiHoreHy.

I:E NMPOLIEAYPA - METOJ, KIHLIEBOI TOYKWU MIKPOKIOBETU

Harpiiite peareHTn i nnasmy fo KiMHaTHOT TemnepaTypu 6e3nocepeaHbO Nnepes
BMKOPUCTaHHAM.

1. Nopaiite po npobipkn 200 MK KOHTPONbHOT N1a3muy abo JOCNiAXKyBaHOI
nnasmm Ta iHkyoynte npu 37 ° C 2-4 XBUNVIHW.

2. lopainTe 200 MKN peareHTy CTpenToKiHa3w. 3milwaiiTe Ta iHKybywiTe npu 37 ° C
2 XBUINHW.

3. fopaitte 200 mMKn cy6cTpaTy nnasmiHy. Jlerko cnonyuvaiite Ta iHKy6yiite npu 37
° C 1 xBUANHY.

4. o6 3ynuHuTK peakuito, goparite 200 MK 50% OUTOBOI KNCNOTH.

5. (JopaTkoBo) [loparite 200 MKN BOAW, TOMY LLO A1A AEAKNX
CrneKkTpo$poTOMETPIB HEOOXiAHO MiHIMYM 1M1 B KIOBETI.

6. 3unTanTe abcopbuito Npu 405 HM Y MIKPOKIOBETI 3 AOBXMHOIO ONTUYHOIO
wnaxy 1 cm. BukopumctoByinTe oumileHy Bogy Ansa 6naHKy crnektpodotomeTtpa.

YYT/MBITb
Dia-Plasminogen BMpoGNA€ETbCA ANA OTPUMAHHA NiHINHOT CTaHAAPTHOI KprBOi
AnA piBHiB nnasmiHorery Big 0 go 100%.

CNEUYUNODIYHICTDb
CneundiyHicTb 3abe3neuyeTbcAd BUKOPWUCTAHHAM XPOMOFeHHOro cybcrparty,
AKNIA, AK BIJOMO, € cneuyndiuHimM Ana nnasmiHy.

MOCUNTAHHA

1.Soria, J.,Soria, C. and Samama, M., Pathologie Biologie 24:725, 1976.
2.Teger-Nilsson, A.C., Friberger, P. and Gyzander, E., Scand J ClinLablnvest 37:402,
1977.

3.Steinbuch, M,, Friess, A., Druet, J. and Amouch, P., In “Proc. of the Vth Congress
on Thrombosis and Haemostasis”, Paris, Abst. 455, 1975.

4.NCCLS, Collection, Transport and Processing of Blood Specimens for
Coagulation Testing and Performance of Coagulation Assays, H21-A2.
5.Triplett, D.A. ED., Standardization of Coagulation Assays: An Overview, College
of Am Path, Skokie, IL. pg. 4, 1982.

6.Young, D.S. et al., Effects of Drugs on Clinical Laboratory Tests, 3rd ed., AACC
Press, Washington, D.C., 1990.

Cumsonn
| IVD Mpwnagn ansa I:E] Mepesiputn 3
niarHOCTUKM in iHCTpyKLUi€0
vitro KOpUCTyBaya
(% bio3zaxucT X [Hiana3oH
: Temnepatypu
d BupobHuk g TepmiH
npuaaTHOCTI
LOT Homep naprii c€ 3HakK
BignosigHocTi
CE
REF Homep){
KaTanosi

PE3YJIbTATU
[osigKoBuii PNP Bbydep nnasminy
MOKa3HVK nnasmu
100% 100 MKkn 500 mkn
50% 200 mkn 100% 200 mkn
CTaHpapty
0% - 5000 mkn

KoHueHTpauia
AocnigKyBaHol
nnasmmu

[ocnipKyBaHa nnasma Bydep nnasminy

100% 100 mKn 500 mMKn

NMOKA30BA CTAHOAPTHA KPUBA

Binobpasitb abcopbuito OTpMMaHOT ANA KOXHOT AOBIAKOBOI Niasmu, A0 BiACOTKa
nnasmiHoreHy Ha MinimeTpoBomy nanepi. BkaxiTb piBeHb nnasmiHoreHy
HeBigoOMOI  JOCniAXyBaHOI MnasmMum 3  KanibpyBanbHOI Kpusoi. fAKwo 6ys
BUKOPUCTaHUA KOMEPLiHUIA [OBIAKOBMIA CTaHAAPT Mna3MiHOreHy, Bu3HauTe
3HaYeHHA NnasmiHoreHy AnA AOCNIAXKYBaHOI NIa3mu, TaKUM YAHOM:

% PLG (Bu3HaueHe) = % PLG (3HaueHHA pocnigxyBaHoi nnasmu) X % PLG
(poBigkoBe 3HaueHHA) / 100

KanibpyBanbHa KpuBa, HaBeAeHa HWXuye, € nuwe posigkosow. Hosa
KanibpyBsasnbHa KpuBa NoBMHHA 6yTn NobyaoBaHa KOXHOro pasy npu HOBOMY
aHanisi.
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