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IMMULITE® KoHTpOnbHbIK MaTepuan ans
TeCTOB NO onpeaeneHuto
napatupeongHoro ropmoHal/lntact PTH
Control Module

The IMMULITE® Intact PTH Control Module — 370 TeCTUPYeMblIv ABYXYPOBHEBbIK KOHTPOSIbHbIH
obpaseu ana nutaktHoro MK, npegHa3HayeHHbIN ANA UCNONb30BaHMA C TeCTaMK
IMMULITE/IMMULITE 1000 (LKPP), IMMULITE 2000 (L2KPP) 1 IMMULITE/IMMULITE 1000 Turbo (LSKPT)
Intact PTH. OH npefHa3HaueH Ana MCnonb3oBaHMA NPU eXXegHEeBHOM MOHUTOPUHIe 3(PdEeKTUBHOCTH
aHanusa.

KatanoxHbii Homep mogyns: LPHCM

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

MocTtaBnAaemsbie MaTepuabl
KoHTponbHbIi 06paseu 1 u 2 (PHCO1, PHCO2)
LLlecTb hnakoHOB (N0 3 B KaX40M), COAEPKALLUX TMOPUITU3UPOBAHHbBIN CUHTETUUECKUIM MHTAKTHbIN
MK uenoBeka B byhepHOM MaTpUKCe C KOHCEPBAHTOM.

He 6onee uem 3a 30 MMH A0 MCNONb30BaHMA PACTBOPUTE COLEPKUMOE Kaxkaoro dnakoHa, fobaBuB

B Hero 2,0 Mn JUCTUNNMPOBAHHOW UNU IEMOHU3NPOBAHHOM BoAbl. CMelLanTe, 0CTOPOXXHO B3DanTbiBas
KPYroBbIMW ABUXKEHUAMM UMW MEpeBOpaunBasn, Noka NMOUIN3UPOBaAHHbIA MaTepuan He
pacTBOPUTCA NONMHOCTbHO. [Tocne pacTBOPEHUA HEMELIEHHO MOMECTUTE HA el U UCNONb3YHTe

B MAKCUMQJIbHO CXKATble CPOKK. ocne ncnonb30BaHus yTunusupyiite. (3anpelwyaercs 6pate
QIMKBOTY M 3AMOPAXXMBATH.)

KoHTponbHbie 0bpa3Lbl NpefHa3HaueHbl A aHOHMUMHOIO aHanm3a aHanornuHo obpasuam nNayMeHToB
B PaMKax BHYTPEHHeW NporpaMmMbl KOHTPONA KauecTBa. Kaxablii KOHTPONbHbINM 0bpasel
WAEHTUMULMPYIOT MO HOMEpY cepuu (Ha hnakoHe) 1 AaTe BCKPbITUS/pacTBOPEHMUS.

MpepynpexpeHUa U NnpepocTepexxeHus
[Insi AMarHOCTUKM in vitro.

3anpeLuaeTCH MCNONb30BaTb KOHTpOJ'IbeIﬁ o6pa3eu, €CNnn OH pacTBOpPHNICA HE NOJTHOCTbKO UK eCNnU
nonyuyunca MyTHbIVI pacTBop.

CobnrofanTe obLyme Mepbl NPefoCTOPOXHOCTM U 0bpalLaiTeCh CO BCEMU KOMMOHEHTaMM KaK

C UCTOUHMKAMKU UHEKLNK. McXxo4HbIe MaTepuanbl, MONyUYeHHbIe U3 UeIOBEUECKOM KPOBH,

ObINM NPOTECTUPOBAHbLI U He AaNnu MONOXKUTENBHOIO pe3synbTaTa Ha cuUNKC, aHTuTena Kk BUY 1 w1 2,
MOBEPXHOCTHbIN aHTUreH renatuTa B n aHTuTena K renatuty C.

B kauecTBe KOHCepBaHTa bbin fobaBneH a3ua HaTpUs, KOHLEHTPALKUA KOTOPOro COCTaBNAET MeHee

0,1 rign. B MOMEHT yTUNHU3aLKUKU NPOMOMITE HONbLLMM KONMUECTBOM BOZAbI, UTODbI NPefoTBPaTUTDL
CKOMJIeHWe NOoTeHLMaNbHO B3PbIBOOMNACHbIX a3MA0B MeTanna B CBUHLOBbLIX U Me[IHbIX BOLOMPOBOAHbIX
Tpybax.

MNpouenypa
AHanu3 BbINONHAKT aHANOTMUHO daHanunsy O6p33LlOB NnauMeHTOB B COOTBETCTBUMU C NpoLeanypamu,
npuBefeHHbIMW Ha BKnablLlax.
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OrpaHuueHus

KOHTpOsbHbIe 3HAUEHUSI MOTYT CINY>KUTb UCKIHOUUTENTBHO AJ1A CNIPABOUHbBIX LieNiei Npu oLeHKe
acppekTuBHOCTU. Kaxkgoh nabopatopuu cnegyet afanTMpoBaTbh KOHTPOSbHbIE MHTEPBAsbI

¥ iManasoHbl K CBOMM TpeboBaHUAM. MonyueHHble 3HaUEHUSI HE [OMXHbI BbIXOAUTb 3@ rpaHuLbl
yCTaHOBNEHHOr0 Auana3oHa. Kaxaas nabopatopus LoOMKHa YyTBEPAUTL KOPPEKTUPYHOLLME MepPbI Ha
Cflyuai BbIXo[a OTAENbHbIX 3HAUEHWI 3a Npefenbl f1Mana3oHa. BoinonHaANTe KOHTPOrb KauecTBa

B COOTBETCTBMU C MPUMEHUMbIMU FrOCYAaPCTBEHHBIMU MU MECTHBIMU HOPMATUBHBIMW aKTaMHU.

TexHnueckasa nogpepxkKa
ObpaTtuTech K HauWoHanbHOMY AUCTpUBbIOTOPY.

www.siemens.com/diagnostics

Cuctema KoHTpona KauectBa Siemens Healthcare Diagnostics Products Ltd. cepTuduumposaHa
cornacHo craHgaprty ISO 13485.
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M3mMeHeHWA B faHHOMW pefaKuuu:
cc#EU23364: U3 ctaHpapTa ISO 6bina ypaneHa aata — 6b10: 1ISO 13485:2003, ctano: ISO 13485.
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OnucaHue CMMBOJIOB

Ha 3TUKETKY n3genma Moryt HaHoOCMUTbCA cnegyrouie CUMBOIJbl:
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