SIEMENS C€

IMMULITE® KoHTpOnbHbIK MaTepuan ans
TeCTOB No onpeaeneHuro
D-aumepa/D-Dimer Control Module

IMMULITE® D-Dimer Control Module — 370 TEeCTUPYEMbIV TPeXYPOBHEBBIM KOHTPOMbHbIM obpaseLl,
npefHa3HaUeHHbIM AnA ncnonb3oBaHuaA ¢ Tectamu IMMULITE/IMMULITE 1000 Turbo

n IMMULITE 2000 D-Dimer. OH npegHa3HaueH Afia UCNOSIb30BaHUS NPU eXXeJHEBHOM MOHUTOPUHIe
3¢ heKTUBHOCTM aHanu3a.

KatanoxHbii Homep mogyna: LDDCM

Cneumndurueckue ans cepun Target Values (uenesble 3HaueHus), Level (yposeHb), Mean (cpenHee),
SD (CO) v 2SD Range (aunana3soH 2C0O) cM. BO BKNaAblLLe K KOHTPOTHO.

MocTtaBnAemblie MaTepualbl
D-Dimer Controls (KoHTponbHble o6pa3ubl) (LDDC1-3)
Tpu conakoHa nuodunmusMpoBaHHoro D-gumepa B MaTpukce 13 benkalbydepa. PactBopute
COAEPKUMOE KaXkaoro oiakoHa, 4obaBmB B Hero 2,0 Mn AUCTUANIMPOBAHHON MW AEMOHU3MPOBAHHOM
BoAbl. [lepemeluanTe, akkypaTHO B3banTbiBas unu nepesopaumBasn. CtabunbHbl 10 gHeW nocne
pacTBopeHus npu 2—8°C unu 6 mecsiles (anMkeoTaMu) npu —20°C.

KoHTponbHbie 0bpa3Lbl NpefHa3HaueHbl A aHOHMUMHOIO aHanu3a aHanornuHo obpasuam nayMeHToB
B PaMKax BHYTPEHHeW NporpaMmMbl KOHTPONA KauecTBa. Kaxablii KOHTPONbHbIM 0bpasel
WAEHTUMULMPYIOT MO HOMEPY cepuM (Ha hnakoHe) 1 AaTe BCKPbITUS/pacTBOPEHMUS.

MpepynpexpeHUsa U NpepocTepexxeHus
[Insi AMarHOCTUKM in vitro.

3anpeLuaeTCH MCNOoNb30BaTb KOHTpOJ'IbeIﬁ o6pa3eu, €CNnn OH pacTBOpPHNICA HE NOJTHOCTbKO UK €CNnU
nonyuyunca MyTHbIVI pacTBop.

Cobntopaiite obLMe Mepbl NPeOCTOPOXKHOCTH M 0bpaLlaiTech CO BCEMU KOMMOHEHTaMM Kak

C UCTOUHUKAMU UHDEKLUWK. McxoLHbIe MaTepuansbl, NOfyUeHHbIe U3 UeIOBEUECKOM KPOBHU, bbinu
NPOTECTUPOBAHbI U HE AaNY NONOXUTENbHOIO pe3ynbTata Ha CUPUNKC, aHTUTena K BUU 1 un 2,
NMOBEPXHOCTHbIN aHTUIeH renatuTa B n aHTuTena k renatuty C.

Mpouenypa
AHanu3 BbIMOMAHAKT aHAaNOMMUHO aHanunsy O6pa3LlOB NnauMeHTOB B COOTBETCTBUMK C NpoLenypamu,
npuBeaeHHbIMU Ha BKNnablLlax.

OrpaHuueHus

KOHTpOsbHbIe 3HAUEHUSI MOTYT CINY>KUTb UCKIHOUUTENTBHO AJ1A CNIPABOUHbBIX LieNiei Npu oLeHKe
acppekTuBHOCTU. Kaxkgoh nabopaTtopuu cnepyet afanTMpoBaTb KOHTPOSbHbIE MHTEPBAsbI

¥ Mana3oHbl K CBOMM TpeboBaHUAM. MonyueHHble 3HaUEHUSI He [OMXKHbI BbIXOAUTb 3@ FpaHULlbl
YCTaHOBMEHHOro AnMana3oHa. Kaxaas nabopatopus JOMKHa YyTBEPAUTL KOPPEKTUPYHOLLME Mepbl Ha
CNlyuai BbIXO[a OTAENbHbIX 3HAUEHWI 3a Npefenbl AMana3oHa. BoinonHANTe KOHTPOIb KauecTBa

B COOTBETCTBMU C MPUMEHUMBIMU FOCYAaPCTBEHHBIMU MU MECTHBIMU HOPMATUBHBIMWU aKTaMHU.
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