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Hasea npoaykry Trade
3aranbHa Ha3Ba: [I-aumep, KoHTponb AKkocTi
Toprosa Ha3sa: D-Dimer QC

YMOBHOBAXEHWUU NMPEACTABHUK B YKPAIHI
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OCHOBHi KOMNOHEHTUN

Pekomb6iHaHTHWMI 6inok [-gumepa. @ c € IVD /R,....guc
-25°C

36epiraHHs Ta cTabinbHicTb

HE BIOKPUTUW: KA € cTabinbHum npoTarom 18 micAuiB (AMB. eTUKeTKy LOAO
KOHKpeTHOI AaTu) npu 36epiraHHi npu Temnepartypi Big -25 °C (°C) po 8 °C (°C).
BIAKPUTUW: BigHOBREHWIt KA cTabinbHuii npoTarom 6 gHie npu Temnepatypi -20
°C (°C) abo 6 gHis npu Temnepatypi 2-8 °C (°C) B TempsBi.

Mpumitka: YHuKante NOBTOPHOrO 3aMOpPOXKYBaHHA/PO3MOPOXKYBaHHA
BigHOBMEHoro KA.

MeTop TecTyBaHHA

1. Tlepep BWKOPWUCTAHHAM [OBEAiTb KOHTPONb AKOCTI A0  KiMHaTHOT
Temnepatypm (18-30 °C (°C)).

2. ObepexHO BIAKPUATE KPULIKY NAAWKY, W06 YHUKHYTN PO36pM3KyBaHHA
BMICTY.

3. [Oopawte 0.5 mn (mL) oumwieHoi Boan.

4. 3akpuiTe NNALKY KPULLKOIO Ta 3anuwuTe Npun KiMHaTHI TemnepaTypi Ha 15
XBU/VH, OGEPeXHO CTPYCiTb MAAWKY, W06 MOBHICTIO PO3YMHUTU CyXWin

MOPOLLOK.

5. Ticna NOBHOro PO34YMHEHHA CyXOro MOPOLUKY BUKOPWUCTOBYWTE MOro AK
3pasok.

3acTepexeHHA

1.  BuKOpuUCTOBYETbCA TiNbKWM ANA AiarHOCTUKW in  Vitro, 3BepHiTbCcA [0
MocibHrKa 3 ekcntyaTauii.

2. He BMKOPWCTOBYITE peareHTH, B AKNX 3aKIHUMBCA TEPMiH NPUAATHOCTI.

3. He BUKOPWCTOBYITE peareHTn pisHMX NapTit pasom.

LlinboBi 3HaueHHs

MpopyKT KOHTPOMIO AKOCTI, BUPOONeHi B KOXHiln napTii, 6yayTb nopaHi no
KinbKOX pedepeHc-nabopartopiit, i ouiHka Gyde 3aBeplueHa nicns Toro, AK Li
nabopatopii oTpuMaloTb HagilHi pe3ynbTaTv. [ns KoXHOi napTil Haja€eTbcA
fianasoH KOHTPOMO AKOCTI ANA KOXHOro napameTpa Ta KOXHOro metogy
napameTpa. [liana3oH KOHTPONIO AKOCTI AOPIBHIOE BCTAHOBJIEHOMY CepefHbOMY
+ 3SD. Ue M™oxe patm HaA3BMYAMHO TOYHI 3HAYeHHA, AKi  MOXYTb
BMKOPWCTOBYBaTUCA NTlabopaTopiaMu AN 3ab6e3rneyeHHA TOUHOCTI IXHIX METOZIB.

LianasoH
AHanit OoaviHuuA LlinboBe 3HaYeHHA HVXKHE BePXHE
} . . .. BignosigHo  BignosigHo
[-numep mr/n (mg/L) BignosigHo fo naprii 50 naptii 110 naprii

Mepexknaday TemaHa 3eneHcbKa
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