TPOMBOIUIACTUH LIQUID-10

THROMBOPLASTIN LIQUID-10

Kam. Ne: K-228 Jlama sunycky iHcmpykuii: 06-2007

OcCHOB80I0 _Npu_nposedeHHi aHd/li3y € opu2iHana iHCmpyKuil
aHeniticbkor Mogoto, 8kiddeHoi 8 Habip. Homep i dama sepcil
opuziHany i nepeknady iHCmpyKuii N08UHHI 36i2amucs.

HasBa Habopy Bmicr Kar. Ne
THROMBOPLASTIN LIQUID-10 10x 10 mn K-228
THROMBOPLASTIN LIQUID-10 4x10mn K-229

MPU3HAYEHHA

Pearent TPOMBOMIACTVH PIOKAW npusHaveHnii Ana 3acTocyBaHHsA B
OAHOCTafiiHOMY aHani3i 3 BM3HauyeHHA npoTpomb6iHoBoro uvacy (MY) Ha
uMTpaTHin nnasmi noguHu. Tect MY € KinbkicHUM  aHanisom, AKWUiA
BUKOPWCTOBYETbCA B 3arafbHill nonynAuii nauieHTiB AnA NNaHOBUX CKPUHIHTIB
ONA BUABNEHHA HeAONiKiB 30BHILHbOro wnaxy koarynadii. Tect MY Takox
BUKOPUWCTOBYETbCA AN1A KOHTPOJII0 OpanbHOI aHTUKOArynaHTHOI Tepanii.
OpHoCTagiiHUA  TecT Ha nNpoTpomb6iHoBMi uvac (MY) cTaB OCHOBHUM
CKPUHIHFOBUM  KOArynauiHUM TecTOM [1A [iarHOCTMKN BPOMMKEHMX Ta
npuabaHux Hegonikis ¢akropis I, V, VIl Ta X.

OpanbHi aHTMKOArynAHTM MPUrHiYYlOTb MEYiHKOBUIN CUHTE3 3aneHuX Bif
BiTamiHy K ¢akTtopiB 3roptanHa kposi I, VI, IX i X. Omxe, TecT Ha
NPOTPOMOGIHOBMI A  YaC € [OPEYHMM AnA  MOHITOPUHTY  opasibHOl
AHTUKOArynAHTHOI Tepanii, TOMy WO BiH YyTAWBUMA [0 TPbOX 3 YOTUPLOX
dakTopiB. BiH MOoxe 6yTM MOAMOIKOBaHMI ANs KiNbKiCHOro BM3HAUYeHHs
daKTopHMX pPIBHIB 3a [OMOMOroK BiAMOBIAHMX CyO6CTPAaTHMX MnasMm 3
dakTopHUM fediuutom.

NPUHLUUMN METOAY

TpombonnacTviH TKaHWH B NPUCYTHOCTI iOHIB KanbLito i pakTopa VIl akTuBidye
30BHIlWHINA WnAx Koarynauii. Konu cymiw TpombonnacTuHy TKaHUHU i ioHiB
KanbLilo AOAAETbCA [0 HOPMANbHOI aHTUKOArynboBaHoI nnasmu, iHiLIIoETbCA
MeXaHi3M 3ropTaHHA i YTBOPIOETbCA 3ryCTOK B MeXax 3a3HauyeHoro nepiogy
yacy. Ko aediunT icHY€e B MEXXaX 30BHILLIHbOTO LWAAXY, TO Yac, HeOOXiAHWMIA AnA
YTBOPEHHA 3rycTky, Oyae npopjosxeHo. CTyniHb MOJOBXEHHA uacy
NpOonopLifiHNIA TAXKOCTI oaHoro daktopa Aediunty, abo B KyMynsTMBHOMY
nediyuTi BCix dakTopiB.

PEAFEHTU
MaKyBaHHA
THROMBOPLASTIN THROMBOPLASTIN
LIQUID-10 LIQUID-10
THROMBOPLASTIN
LIQUID 10x 10 mn 4x10mn

PeareHT cnig 36epiratv npu Temnepatypi 2-8 °C i BiH 3anMlIaeTbcA CTabinbHUM
[10 AaTV 3aKiHUEHHA TePMiHY MPUAATHOCTI, 3a3HauYeHOl Ha GlakoHi.

MNiprotoBka po6o4oro peareHTy Ta cTabinbHicTb

PeareHT rotoBuin 1O BUKOPUCTaHHS.

Micna BigKPWTTA BUXigHa aKTMBHICTb CTabinbHa npoTtarom 14 gHiB npwu
Temnepatypi 2-8 °C. HE SAMOPOXYBATU!

IHrpepieHTn
PeareHT MiCTUTb PIOKWMIA CONAHUIA E€KCTPAKT MO3KY KPOJSIMKA, IOHW KanbLito,
KOHCepBaHTU Ta cTabinizatopwm.

MonepemKeHHA Ta NPUMITKN

. MpoayKT Npu3HaYeHnn TiNbKK ANA AiarHOCTUKK in vitro.

. Tect Ha MY noBrHEH BUKOPMCTOBYBaTUCA KBanipikoBaHMM NepCoHanom B
KniHiYHin nabopatopii.

. Micna 3abopy KpoBi Nia Yac TecTyBaHHA BCi NPOo6ipKK, WNpULM Ta NineTku
MOBVHHi 6yTV NNaCTUKOBUMM.

. PeareHT - Le TOHKOAWCMEPCHa CycneH3ia YacTMHOK MO3KY Kpomnuka.
Benuki nnactiByacTi YacTkm y cycneHsii abo npofgoBKeHi NpOTPOMOIHOBI
Yyacu Mpu TecTyBaHHi HOPMasibHOI Mia3mMu abo KOHTPOSIB MOXYTb
CBiAYMTM NPO NOTipLIEHHA AKOCTi NPOAYKTY.

Mepexnaday TemsaHa 3eneHceka

AOAATKOBE OBJIAAHAHHA

- KoarynauinHuin npunag abo BoasHa 6aHsA Ha 37 °C;
L] Tanmep;

L] KOHTPOJIbHI Nnasmu;

= 3aranbHe flabopaTopHe 06nafHaHHs.

3PA3KU

A.  AHTUMKOArynaHT - uuTpart Hatpiio - 3,2% (0,105 M).

B.  3abip 3paskis:

1. OTpumaiTe BEHO3HY KpOB.

2 [leB'ATb YacTUH CBIXKO3iOPaHOI LinbHOI KpoBi cnif HeraHo Jopatu Ao

OAHIET YaCTUHW aHTUKOAryNAHTY.

LieHTpudyrysatu 3pa3ok npm 2500 X g NpoTArom 15 XBUAMH.

4. HeramHo BigoOKpeMuTM nMnasMy Bifg epuUTPOUMTIB 3a [OMOMOro
NNacTMKOBOI NiNeTKU Ta MOMICTUTU B NAacTUKOBY MpPO6ipKy npwu
Temnepatypi 2-8 °C go aHanisy.

5. BuKoHaliTe TecT Ha NPOTPOMOGIHOBHMIA YaC NPOTArOM 2 rofVH.
Mepen Ta nig 4ac aHanisy nnasmMoBMI 3pa3OK MOBUHEH 3anulaTuCb B
nnacTkoBux npobipkax npu Temnepatypi 2-8 °C, wob6 3abe3neuuntn
cTabinbHicTb dakTopiB. AKWO aHani3 3aTPUMYETbCA GiNbll HIX HA 2 FOANHMK,
nnasma moxe 3b6epiratuca npu temnepatypi -20 °C NpOTArom ABOX TWKHIB a60
npu -70 °C NpOTAroM OAHOro MicALA. 3aMOPOXKEHi 3pa3ku MOBMHHI WBUAKO
po3mopoxysaTtuca npu 37 °C nepep TUM, AK MPOBOAUTY BUMPOOGYBaHHS.

W

NPOLEEAYPA

TecT Ha BM3HAYeHHA MPOTPOMOIHOBOrO Yacy MOXKe MpPOBOAUTUCA 3a
NPUAHATHAMW PYYHUMK MeTodaMMu abo 3a [OMOMOrolo MexaHiYHMX 4w
$OTOONTUYHKX KOArYNALINHUX iIHCTPYMEHTIB.

[nB. IHCTPyKUiT BUpOBGHMKa 06nagHaHHA [nA OTPYMaHHA NOBHOI iHpopMalLlil.
MpoTarom yciei npoueaypu BCi NPo6ipKyY, WNPUUK Ta MiNeTKN NOBUHHI 6yTn
NNacTUKOBUMM.

PyuHa npoueaypa

. BigHOBITb KOHTPOMNbHI NNasmu 3rigHO 3 IHCTPYKLiEo A0 Habopy pa3om 3
KOHTpoONEeM.

. BukoHaTu BCi TeCTv B ABOX MPUMipHIMKAX.

. Mporpiite TPOMBOMNACTVH PIAKMI ao 37 °C npotarom npuHaiimMHi 10
XBUVH.

. MonepegHbo Harpite 100 MKA TeCTOBaHOI Mnasmu abo KOHTPONbHOI
nnasmu Npotarom 2-3 xsunuvH npwu 37 °C.

. Dopanite po nnasmm 200 mkn TPOMBOIMNTACTUHY PIAKOIO, ogHouacHo
3anycTiTb CEeKYHAOMIP i 3anuwiTb 4ac, HeoOXigHWN AN YTBOPEHHA
3ryCTKy, B CEKYHaX.

O6uuncneHHa

3adikcyBaTi TeCTy Ha BU3HaueHHA MY 3 TouHicTio o 0.1 cekyHAW. PedepeHTHMN
AianasoH HOpMK MOXe Takox dikCcyBaTUCA AS1A MOPIBHAHHA. PesynbTaty, Wo
nepeBuLLYIOTb BEPXHIO MEXY fliana3oHy, CNif BBaXKaTW HEHOPManbHUMM, i cif
NPOBOANTY iHWI TecTyBaHHA. 3HaueHHA Y HuKue HWKHIX MeX AianasoHy
MO>YTb BKa3yBaTh Ha HEBU3HAYEHWI 3pa3oK, i CNif OTPMMATV HOBUIA 3Pa3okK.
BcecBiTHA  opraHisauia  oxopoHu  3gopoB'a  (BOO3)  pekomeHpye
BMKOpUWCTOBYBaT MixXHapoaHuin HopmanizoBaHuin KoediuieHT (INR) Ha ocHoBI
MixHapopHoro iHpgekcy uytnumeocTti (ISI). Lle po3Bonse nopiBHoBaTU
pe3ynbTaTu  MaUi€HTIB MK  pisHUMM  nabopaTtopisamy, fKi  MOXYTb
BMKOPUWCTOBYBATW peareHT 3 Pi3HOK YyTNMBICTIO.

INR po3paxoByeTbCA, BUKOPUCTOBYIOUM cniBBigHoWweHHA Y nauieHta po
cepefHbOro 3HaYeHHA HOPMaJIbHOro pedepeHTHOro AianasoHy, MiAHATOro Ao
3HaueHHsA ISI peareHTy.

INR = (MY nauieHta/NRR) ™
NRR-HOpManbHWin pedepeHTHUIA fiana3oH

PeareHtam TpombonnacTvHy npuUCBOIOETbCA 3HayeHHA ISI 3a gonomoroto
KanibpysaHHs BigMoBigHO Ao MiXHapoaHOro pedpepeHTHOro Npenapary, AKUit
3a BU3HauyeHHAM mae ISI = 1.0.

TakuMm 4mMHOM, 3HaueHHA ISI, npu3HayeHe KomepuUilHUM peareHTam
TPOMOOMNNACTVHY, BU3HAYAE MOPIBHANbHWUI Haxun abo BIAHOCHY YyTIMBICTb
NOpPiBHAHO 3 pedepeHTHM TPOMOOMNACTUHOM. UM HKYe 3HaueHHs ISI, Tum
6inbLue "4yTAMBMIA" peareHT.

3HaueHHA ISl, cneyndiuHe gna THROMBOPLASTIN LIQUID-10, moxHa
3HalTX Ha APNNKY KOPOGKU.



HOPMAIJIbHI 3HAYEHHA

[ocnifMeHHA KOHTPONbHMX Aiana3oHiB MPOBOANNOCH 3 BUKOPUCTAHHAM TPbOX
Konmin 3paskis Big 120 gopociux 3 HopManbHUM 340poB'aM. MpubnmsHo
OAHAKOBE YMCNIO YOMOBIKIB i XIHOK 6yNo BuKopucTaHo. PesynbTaty MY 6ynm
HacCTynHi:

[LianasoH gna =2 SD
MeTon CepepHe [cekyHau] [cexyram]
$OoTO-0NTNYHMIN 12.3 9.7-14.9
MeXaHiYHnN 12.6 11.1-14.1

Lli 3HaueHHA NOBWHHI cnyryBaTy nuwe AK opieHTUP. OCKINbKN iCHYIOTb Pi3HML
MiXK iHCTpyMeHTamy, nabopaTopisMy Ta MIiCLLEBUM HACENIEHHAM, KOXHil
nabopatopii peKoMeHIYETbCA BCTAHOBUTU BNACHWUI KOHTPOSbHWI Aiana3oH
OuiKyBaHMX pe3ynbTaTiB MPOTPOMOIHOBOrO Yacy Ans KOXHOI HOBOT napTii.

KOHTPOJIb AKOCTI

KOHTPOJIbHY TJTA3MY HOPMA (Kat. N2 K-100), KOHTPOJIbHY MJIA3MY
MATONOTrIA PIBEHb 1 Ta 2 (Kat. N2 K-101 Ta K-102) cnig aHanisyBatu pa3om i3
nnasmamy nauieHTa. HopmanbHi Ta aHOMasibHi KOHTPORi MOBWHHI 6yTn
nepesipeHi LWOAHA, Nepw HiX NPOBOAUTMA TeCTU Ha nnasmax nauieHTa.
LLlomicauHi cxemmn KoHTponto AKocTi (JleBi-[eHHiHrca) pekomeHayTbCa AnA
BM3HAYEHHA CepefHbOro 3HauyeHHA Ta CTAHZAPTHOrO BIAXWNEHHA KOXXHOT
LWOAEeHHOT KOHTPONbHOI Na3mu.

AKLLO KOHTPONi He BKNafaloTbCs B MeXi pedepeHTHOro AianasoHy, pesynbtati
naui€HTa NOBMHHI BBaXaTNCS HEAINCHUMM | He NOBIAOMASATUCS.

KoxHa nabopaTopisa NoBMHHA BCTAHOBUTU NPOrpamy KOHTPOJIO AKOCTI, WO
BK/IOYAE B cebe HOpManbHWI Ta aHOMaNbHWIA KOHTPOJSb, LWO6 OUiHWTK
NPOAYKTUBHICTb IHCTPYMEHTY, peareHTy Ta TeXHONOTl.

OBMEXKEHHA

A.  OuikyBaHi 3HaueHHA ANA TeCTy Ha NPOTPOMOIHOBUIA Yac BiiPI3HATUMYTbCA
Bifi OfHiel nabopaTopii [0 IHWOI 3aneXHO Bif KiNbKOX 3MiHHUX,
BK/IIOYAlOUM MEeTOf BUABNEHHA 3rycTKy, Temnepatypy, pH, meTtoanku
360py 3pa3kKiB, TMN aHTUKOAryAHTY i Yac Ta cnoci6 36epiraHHA nnasmm.

B.  JlabopaTopii NOBUHHI BCTAHOBUTY CBOI OYiKyBaHi 3HaYeHHs Ans NavlieHTiB
Ta UiTKO BU3HaueHi CTaHAapTu epeKTUBHOCTI A1t KOHTPOJSIIO Ma3Mu.

C.  HeobxigHO yHMKaTW BMKOPWUCTAHHS KOBYHOro, ninigHoro a6o
reMoni3oBaHOro 3paska yepes MOXNuBi iHTepdepeHLuii, 0cobnmeo npu
BMKOPWCTaHHI GOTOONTUYHUX NPUNAZIB.

D. BnauB iHWKX TepaneBTMYHUX NpenapaTiB, Ha 4OAATOK A0 NepopanbHOI
AHTUKOArynAHTHOI  Tepanii, MoOXe BMAMBAaTU Ha iHTepnpeTauilo
pesynbtartis Tecty M4.

E. OTpuMaHHs TOYHOI icTOpii XBOPO6W Ta BUABMEHHA CneyndiuHol
nikapcbKoi Tepanii MoXe JONOMOrTV NPaBUIbHO 3PO3YMITU NOTEHLINHNIA
BMJIMB Ha pe3ynbTaTi NabopaTopHNX AOCTIIKEHD.

F.  HasBHicTb renapuHy sk 3abpyfHioBaya y 3pa3ky XBOPOro 3aBXau cnif
BPAXOBYBaT, KON BUXOAUTb HEHOPMalbHWI pe3ynbTar.

POBOYI XAPAKTEPUCTUKU

[LocnigeHHsA NPOBOANANCH 3a AOMOMOrol GDOTOONTUYHOIO KOarynsauiiHoOro
npunagy K3002 OPTIC.

. TouHicTb

[ocnigeHHA Ha TOYHiICTb NpoBoANINCH 3 BUKopmMcTaHHAM THROMBOPLASTIN
LIQUID 3 Ti€l » napTii Ta HOpManbHOI i NAaTONOMYHOI KOHTPONbHOI MAasMu.
Pesynbtatu ana INR nokasaHi HuKue:

MoBTOpIOBaHICTb (MixK CepepHe
; SD cv

aHanizamu) n=20 3HauYeHHs
HopmanbHui piseHb 0.90 0.03 3.16
AHOManbHUM piseHb 1 1.29 0.03 1.95
AHOManbHUN piBeHb 2 3.64 0.12 3.37

MoBTOpIOBaHICTb (MixK CepepHe
. SD cv

aHanisamu) n=28 3HAYeHHsA
HopmanbHui piseHb 1.14 0.06 5.19
AHOManbHUN piBeHb 4.30 0.30 6.91

. Kopensuia

MopiBHAHHA Mixx THROMBOPLASTIN LIQUID (y) Ta KOMepUiiHO BOCTYNHUM
aHanizom (x) 3 BUKOpPUCTaHHAM 42 3pa3KiB. PiBHAHHA NiHINHOI perpecii Ta
Koe@iLieHT Kopenauii R 3HaueHb INR € HacTynHumK:

y =0.865 x + 0.0684;

R=0.9876 (R - koediuieHT kKopenauii)

NMOBOAKEHHA 3 BIAXOAAMU
Byab nacka, 3BepHiTbcA 0 MiCLEEBUX IOPULNYHUX BUMOT.

Mepexnaday TemsaHa 3eneHceka

I BUPOBHUK
13 KOPMEN C.A.
8y/1. BiocenHa, 22
05-092 m. JlomsHKi, [Monbwa
men.: +48 (0) 81 749 44 00
hakc: +48 (0) 81 749 44 34

http://www.cormay.pl
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YMOBHOBAEHWUI NMPEACTABHUK

TOB «[JIAMEB»
8ysn. YopHosona, 97
M. lsaHo-@patkiecek, 76005
men.: +38(0342) 775 122
chakc: +38(0342) 775123
e-mail: info@diameb.ua
www.diameb.ua
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