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KOHTpONbHbIA MaTepuan onsa TecToB No
onpeneneHUo NPoCTaTUUECKOU KUCIOHU
doccaTta3sbl/PAP Control Module

PAP Control Module — 370 TecTMpyeMblit TpeXypPOBHEBbLIW KOHTPONbHbIM 06pa3el, npefHa3HaueHHbIN
ONs UCNONb30BaHUA C TeCTaMU IMMULITE®/IMMULITE 1000 PAP v IMMULITE 2000 PAP. OH
npeAHasHaueH AnA UCMONb30BaHWA NPU eXeAHEBHOM MOHUTOPUHTE 3PPEKTUBHOCTM aHanums3a.

KatanoxHbii Homep mogynsa: PACM

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

NMocTtaBnaemble MaTepualbl
KoHTponbHbI 0bpasey 1,21 3
Tpu chnakoHa € pa3HbIMU KOHLEHTPaLUAMU NTMODUIU3UPOBAHHDBIN KUCNOMN hochaTasbl
npeacratenbHow xenesbl (PAP) B MaTpuKce M3 CbIBOPOTKM (HEUENOBEUECKOTO
npoucxoxaeHus)/bydepa ¢ KOHCEPBAHTOM.

He meHee uem 3a 30 MMH 4O UCNONb30BaHUA PaCTBOPUTE COAEPKUMOE Kaxaoro nakoHa, fobasus
B Hero 2,0 MA AUCTUNAMPOBAHHOMN UMK IeMOHU3UPOBaHHOM Boabl. CMeLlaiTe, OCTOPOXHO B3banTbiBas
KPYroBbIMW ABUXXEHUAMM UM MEpeBOpPaunBasn, Noka NMOPUIU3UPOBAHHbBIA MaTepuan He
pacTBOPUTCA NONHOCTbIO. CTabunbHbl 30 AHeN nocne pacTBopeHus npu 2—8°C unu 6 mecsiues
(anukBoTamu) npu —20°C.

KoHTponbHble obpa3ubl NpefHa3HaueHbl A aHOHUMHOIO aHanu3a aHanornuHo obpasuam nayMeHToB
B PaMKax BHYTPEHHeW NporpaMmMbl KOHTPONA KauecTBa. Kax bl KOHTPONbHbINM obpa3sel
UAEHTUMULKUPYIOT NO HOMEpY cepuM (Ha hnakoHe) 1 AaTe BCKPbITUS/pacTBOPEHMUS.

MpepynpexpeHua U NpeaocTepexxeHusn
[InA AMarHoCTUKU in vitro.

3anpewaeTcsa UCMONb30BaTb KOHTPOIbHbIVM 0bpa3eL, ecnn OH paCcTBOPUICS He MOTHOCTBIO UIK eCIu
MONYYMUNICA MYTHbIW PacTBOp.

CobntopaiiTe obuine Mepbl NPeAOCTOPONKHOCTH U 0BpaLLaiMTeCh CO BCEMU KOMMOHEHTAMMU Kak

C UCTOUYHUKAMU UHDEKUMHU. MCXoHbIe MaTepUanbl, NOMyUYEeHHbIE U3 UeNOBEUECKOW KPOBH,

ObIIM MPOTECTMPOBAHbI M HE AaNu NOMOXKUTENbHOMO pe3ynibTata Ha CUUINUC, aHTUTeNna K BUU 1 u 2,
MOBEPXHOCTHbIN aHTUIeH renaTuTa B 1 aHTUTena K renatuty C.

B kauecTBe KOHCepBaHTa bbin fobaBneH a3ua HaTpUs, KOHLLEHTPaLWA KOTOPOro COCTaBnseT MeHee

0,1 rign. B MOMEHT yTUNHU3aLUU NPOMOMTE BONbLLIMM KONMUYECTBOM BOZAbI, UTODbI NPefoTBPaTUTbL
CKOMMeHue NoTeHLUManbHO B3pPbIBOOMNACHbIX a3MA0B MeTania B CBUHLOBbIX U Me[JHbIX BOLOMPOBOAHbIX
Tpybax.

MNpouenypa
AHanu13 BbINOMHAOT aHAaNOrMUHO aHanu3y obpasuoB NaLMeHTOB B COOTBETCTBUM C NMpoLeaypamH,
npueefeHHbIMW Ha BKnablLlax.

M3-3a MaTpuKca KOHTPONbHOro obpasua pe3ynbTaTthl MOIYT BApbMPOBaThCA B 3aBUCMMOCTM OT METOAA.
OpHako ana obpasuos nauyneHToB Tectbl IMMULITE/IMMULITE 1000 PAP 1 IMMULITE 2000 PAP
NMOKa3blBatOT BbICOKYHO CTeNeHb COBNajeHus.
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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:
Ccc#EU23364: U3 ctaHpaprTa ISO 6bina ypaneHa aata — 6bi10: 1ISO 13485:2003, crano: ISO 13485.
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OnucaHue CMMBOJIOB

Ha 3TUKETKY n3genma Moryt HaHoOCMUTbCA cnegyrouie CUMBOIJbl:
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