O-BUMEP HABIP
D-DIMER KIT

Kam. Ne : K-707 Jama sunycky iHcmpykuii: 11-2013

OCHOB0I0 _Npu__nposedeHHi _aHANI3y € opueiHan _iHCmpyKuil
aHenilicbkolo _Moeoto, 8knadeHoi 8 Habip. Homep i dama sepcii

opueiHay i nepeknady iHCMpykuii NosuUHHI 36izamucs.

NEPEABAYYBAHE BUKOPUCTAHHA

IMyHOTYp6iAVMETPUYHNMIA peareHT Ans KifIbKICHOTO BU3HAUYEHHA KOHLeHTpaLlil
[-Lnmepa B nnasmi KPOBi NIOANHM Ha ONTUYHUX KoarynomeTpax npu 400-470
HM.

MoAcHeHHA

Mpw 3aro€HHi paH 3rycTku KpoBsi 6yayTb po36mBaTuch B npoueci ¢ibprHonisy.
Takum umHOM, npopykTu ferpagadii ¢i6puHy (FDP), Taki sik O-Aumep (DD)
BMABNAIOTLCA B Nna3mi. MigBuweHi piBHi BUABNAIOTLCA NPU KNIHIYHMX CTaHax,
TaKkux ik Tpom603 rnnbokmx BeH (TI'B), nereHeBa embonisa (J1E) i gnucemiHoBaHe
BHYTPILWHbO CyAUHHEe 3ropTaHHA Kposi (OBC-cuHpgpom). Bucoki piBHi [-
[nmepa nig 4ac BariTHOCTI MOB'A3aHi 3 ycKnagHeHHAMU. Yepe3 BMCOKY
YYTAMBICTb HEraTMBHI Pe3ynbTaTi MOXYTb 6yTV BUKOPUCTaHi ANA BUKMIOUEHHSA
TrB a6o PE. OfHak TecTu BigobpaxkeHHs (Hanpuknag, Y3[), noBuHHI 6yTu
3aCTOCOBaHI AnA giarHoctukn TIB abo PE.

BMICT | BABHAYEHHA

MpoaykT Habip O-Anmep
Kat. N2 K-707

JlaTekc 1x5mn
PeakuinHuii 6ydep 1x7mn

Bydep ansa po3sefeHHA 3paskis 1x7mn
Kani6patop A-Avnmepa 1x 1m0
KoHTponb -Aumepa HopmanbHuin 1x1mn
KoHTponb [I-Aumepa AHOManbHui 1x1mn
BusHayeHHsA:

Coatron M 65 BM3HaYeHb
Coatron A4 65 BM3HaYeHb
Coatron A6 110 BM3HaYeHb
NIAroTOBKA

JlaTeKc: piaknin, rotToBuin 0 BUKOPUCTAHHA.

MicTuTb MIKPO YaCTUHKK, NOKPUTI MOHOK/IOHanbHUMK aHTuTinamn MA-8D3,
3BaXeHi B 6ydepHOMy pO3uuHi, WO MICTWUTb CTabinisaTopu Muoyoro 3acoby i
KOHcepBaHTW. [lepemillaiiTe naTtekc NOBTOPHUM MepeBepTaHHAM dnakoHa
nicns 36epiraHHA. [lante natekcy BPiBHOBaXWTUCb Npu pobouiin TemnepaTtypi
npwnagy NpoTarom 30 XBUIH Nepes BUKOPUCTAHHAM.

PeakuiitHuia 6ydep: pigkuni, rotoBuin 4O BUKOPUCTaHHSA.

MictuTb cTabinizatopu MrOYOro 3acoby i KOHCEpPBaHTU.

Bydep ana posBepeHHA 3paskKiB: Qi3ionoriyHuiA pPo3unH, roToBMIA A0
BMKOPWCTaHHA

Kani6patop [O-Aumepa i KoHTpono [O-fAumepa: cyxuii, MicTUTb
niodinizoBaHy nioacbky nnasmy, 36araveHy D-[umepom; possectn 3 1 mn
OVCTUNbOBAHOI BOAW.

3BEPIFAHHA TA CTABUIbHICTb

Hepo3KpuTi peareHTu i KOHTPOJb BTPauatoTb 6113bKO 1% aKTUBHOCTI B MicALb
i MOBUHHI BYTV BMKOPWCTaHi MPOTAroM TepMiHy MPUAATHOCTI i 36epiratuch
npu Temnepartypi 2-8 °C.

Bigkputunin peareHT:

2-8°C 20-25°C 37°C AniksoTa
6 micauis npu
Natekc i bydep 4 TVXKHI 8 roguH 8 roguH Temnepartypi
2-8°C
Kani6patop [- 30 gHiB npun
. 24 .
[Ounmepa i KoHTponb - 8rogvH 2roAvHN | TemnepaTtypi-
[-Oumepa A 20°C

Po3ginutn peareHt D-[umepa Ha anikBotm 3 ABOX abo 6Ginblue ¢rakoHiB
(cunikoHi3oBaHe CKIO) Bipasy X, AKWO NoTpebyeTbcsa foBWa CTabiNbHICTb
nicnA BigKpUTTA. PO3UnHeHy nnasmy MOXKHa 3aMOPOXKYBaTH TiNlbK/ OAWH pas, y
BurnAgi  anikeot (120-150 mkn). 36epiratoTb npu -20 °C B 3aKpUTKX
noninponineHoBuUx Npobipkax; anikBOTW NOBUHHI 6YTU BUKOPUCTaHi NPOTArom
30 gHiB.

Mepexknaday TemsaHa 3eneHceka

3AMNOBIXKHI 3AX0Au

YHMKaTV KOHTaKTY 3i WKipoto Ta ounma. Ogarati BignoBiaHWUIA 3aXUCHUIA OAAT.
YTunisymte KOMMOHEHTW BIAMOBIAHO A0 MicUeBUX MpaBwun  yTunisauii
iHbeKuinHoro matepiany. Bci komnoHeHTW nepesipeHi Ha HasBHicTb BIJ1, HBY,
HCV. OpgHak NpoAyKTV 3 KPOBi NIOAMHW Cnifi po3rnagatv AK NOTeHUiHO
iHbiKoBaHi.

3bIP | 3BEPITAHHA 3PA3KIB

1. OTpuMaTn BEHO3HY KPOB BEHEMYHKLE.

2. HeraiiHo 3MiwaTtn 9 YacTuH KpoBi 3 1 YacTMHOW LUTpaTy HaTtpito (3,2%
a6o 3,8%) i pobpe nepemilaTu.

3. UeHTpudyrysaTun 3pasok npu 1500g npoTarom 15 XBUAUH (TpOoM6GOLMTY
<10000/mKn)

4. BigokpemuTn nnasmy nicna  ueHTpudyryBaHHA i
NNacTMKOBUX a0 CUNIKOHM30BaHWX CKNAHUX NpobipKax.

5. BuKopucTaTty nnasmy NpoTArom 8 rogviH, B iHWOMY BUMaaky 36epiratu
3aMOPOXEHOI0 | PO3MOPO3UTY Be3nocepeiHbO Nepen BUKOPUCTaHHAM.

36epiratm B

NMPOLEAYPA
A. ABTOMaTUYHWI MeTOA;
M 48 a | re 2| 6
PAT Paotient 2Eul) CRH | W50 | CP3 [ linaeubation &k SENS 4]
BUF | Sample Dilvent | 04 | P39 | Od | P72 || Maxtime 180 POINTS 2
CLR - O ot |- fJunit w0721 WX Mo
oP : g | poo | ou | poo |{venca mun |[cean | v | 8
RO - O | POD | O | POD JMaIn Liry [ LTH]] ¥] 0
M | Recction Buffer | 50w | P37 | 30ui | P52 ||CT-Mech Mo SCor i3
f2 | LotexReogent | 754 | P36 | 450 | P53 ||Deadtime 215 T-Con b
B. PyuHui metop:
System setup 0D-Corr Coag.-Corr
Coatron M1 (400nm) Firmware C1.20 180 120
Coatron M2 (400nm) Firmware C1.15 0% 0%
Coatron M4 (400nm) Firmware C1.11b 0% 0%

MNinetyBatn 25 MKN Nnasmu B KioBeTy(1).

Hopatn 50 mkn PeakuiiHoro bydepa.

BuTtpumatu npotarom 2-10 XBUAUH.

[opatn 75 MK nonepefHbo Harpitoro Jlatekcy i 3miluaTy, WoHanmeHLe,
"15 pasig" 3 nineTkoto.

(YHuKanTe 6ynbballuok MoBiTPA Mif yac 3MillyBaHHA i He TopKanTeca Ao
KIOBETU, AKLLO BUKOPUCTOBYIOTbCA NMOABINHI KIOBETH).

HwnN =

KAJIIBPYBAHHA

KanibpyBaHHA NOBMHHO BMKOHYBATUCA KOXHi 3 Micaui. [poBecT po3BefeHHsA
Kani6patopa [1-Anmepa 3 6ydepom ansa po3sefeHHA 3pa3Ka.

3BepHITbCA 1O HaBeAEHOT HXKYe TabnuLi.

Concentration Sample Sample Diluent
Cal 1 ~ 3000 ng/ml | 200 ul D-Dimer Calibrator -
Cal 2 ~ 1300 ng/ml | 200 ul D-Dimer Calibrator 200 ul
Cal 3* 1ng - -

* Lla TouKa He BUMIPIOETHCS, ane TiNbKW HyNbOBa TOUKa BBOAWUTLCA AK 1 HF =
TmE

OYIKYBAHI PE3YJIbTATU

Pe3ynbTtatn HUKuYe 3HayeHHA CUT-OFF moxHa po3rnagatu Ak HeratuBHuin [1-
[umep i € TMINOBUMMN AN HOPMarbHMX 300POBUX Cy6'ekTiB. MigBULLEHI PiBHI
cnocrepiratotbea npu PE, DVT (TI'B) abo ABC-cuHAPOMI v npu TpaBmax.
Pesynbtatn [-Aumepy moxyTb OyTv npefctaBieHi B oguHuuax [O-Aumepy
(DDU) abo ExsiBaneHTHMX OguHuusax QibpuHoreHy (FEU). 1 FEU gopisHioe 1.74
DDU. CORMAY BukopuctoBye DDU B cepTudikatax.

KOHTPOJIb AKOCTI

KoHTponb [-Aumepy abo iHwWy KOMepLiiHy KOHTponbHy nnasmy [-Oumepy
Cnif, BMKOPWUCTOBYBATM ANA  HAAIMHOrO KOHTPOMIO AKOCTI  BUKOHAHHA
perynapHo BiAMOBiAHO A0 HanexHoi nabopaTopHoi npakTuku (GLP).

MNepekoHanTecs B TOMy, WO AaHi KanibpyBaHHA He cTapLui 3-X MicAUiB.

OBMEXEHHA
Benuky yBary HeobXigHO NpuAINUTK, 3AaBanocA 6, HE3HaYHUM UMHHUKaM,
o6 3BeCTV A0 MiHIMYMY 3MiHU, AKi MOXYTb BUHUKHYTW.

TNa6bopatopHi meToaun i Bumoru

1. Bumaraertbca HanexHe 3millyBaHHA BMICTY KIOBET Mic/A 3aMycKy TecTy.

2. He TopKaiiTeca KioBeT nif YyaC BUMIpIOBaHHA - OQNHOYHI KIOBETU MOXYTb
6yTN KOPUCHUMMN.



3. [Jyxe AckpaBi 30BHiWHi fAxepena YD-BUNPOMIHIOBaHHSA, TaKi AK COHAUHE
CBIT/I0, MOXYTb BM/IMBATK Ha pe3ynbTar.

InTepdepeHuin

1. Binipy6iH: Hemae BNAUBY Npw 3HaueHHAX < 0.1 r/n

2. [emorno6iH: He BNAMNBAE NpY 3HaYeHHAX < 4.0 r/n

3. lenapviH: Hemae BnnuBy

4. Jlinign: Hemae BNNUBY MpW 3HaYeHHAX < 2.5 r/n. 3pa3ku Buwe 5.0 r/n
6yayTb [aBaTu HenpasBAuBi HU3bKi pe3ynbTati DD i MOBWHHI 6yTn
po3BefeHi i aHani3oBaHi NOBTOPHO.

TEXHIYHI XAPAKTEPUCTUKIU

KinbkicHa mexa ctaHoBUTb 150 Hr/mn (DDU). Pe3ynbTatu HuKye cnifg
posrnagatm Ak "<150".

3pa3ku > 5000 Hr/mn MOBWHHI GyTU MOBTOPHO aHani3oBaHi po3sefeHi 1:4
Conbosum Po3urHoM.

TouHicTb: BignosigHe nepemillyBaHHA HeOOXIAHO ANA AOCATHEHHA
rapHoi TOYHOCTI.

[-Aumep KoHTponb AHOManbHMi CV < 8% (BcepenuHi cepii)
[-Aumep KoHTponb HopmanbHuin CV < 10% (BcepepuHi cepii)

NMPOAYKTUBHICTb:
CUT-QFF Sensitivity | Specifity NPV PPV
DDU=200ng/ml 97% 62% 99% 41%

FTAPAHTIA

Llen npopykT € BuMpaBAaHUM [NA BUMKOPWUCTaHHA BiAMOBIAHO O WNOro
MapKyBaHHA Ta nitepatypu. P.Z. CORMAY BigmoBnAeTbcA Bif Oyab-AKMX
MOXJIMBUX rapaHTiii TOBapHOi NpuAaTHOCTI abo BignoBigHoOCTi AnA Byab-AKoi
iHwWOI MeTw, i Hi B AKomy pa3i P.Z. CORMAY He Hece BignosiganbHicTb 3a 6yab-
AKi HenpAMi 36UTKK, WO BUMIMBAIOTb 3 BLLe3ragaHoi creuiaibHol rapaHTii.

I BUPOBHUK
13 KOPMEV CA.
8y/1. BioceHHa, 22
05-092 m. JTomsaHKi, Monbwa
men.: +48 (0) 81 749 44 00
akc: +48 (0) 81 749 44 34

http://www.cormay.pl
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YIMOBHOBAXEHWUI NMPEACTABHUK

TOB «[JIAMEB»
8yn. YopHosona, 97
M. lsaHo-@patkiecek, 76005
men.: +38(0342) 775 122
hakc: +38(0342) 775 123
e-mail: info@diameb.ua
www.diameb.ua
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