DiaSys Diagnostic Systems GmbH

IMacnopt 3nauennii past TruCal Apo A1/B
Lot 38580 xo0 2027-09-30

Jata ooHoBienus: 17.02.2026.
HanmeHoBanune MeIMIIMHCKOTO M3/eusl, pacoBKa

«PeareHThl JUAarHOCTHYECKUE JUIT OMOXMMIYECKUX MccienoBanni in vitro: Kammbpartop amommmnomnporennoB Al u B (TruCal
Apo A1/B)», 1x2 M.

Karanoxusiit Homep: 1 7170 99 10 045.
Onucanue NMPOIyKTa N ero Ha3HaYeHHe

Kanu6parop anonmunonporenHoB Al u B (TruCal Apo A1/B) - nnoduin3upoBaHHbli KaauOpaTop, HU3rOTOBJICHHBIN Ha OCHOBE
KOMITOHEHTOB 4€JIOBEUECKOI KpOBH (IL1a3Mbl) ¢ JOOABIEHUEM OYMIIIEHHOTO MaTepuala YeJI0BEUYECKOTro MPOUCXOKICHUSL.

Kanu6parop anonumnonporennoB Al u B (TruCal ApoA1/B) npenHa3naueH Jyuis KaTHOpOBKH (POTOMETPHUECKHX CHCTEM HPHU
omnpeneneHny Anoaumnomnporensa Al n AnonunonporenHa B UMMyHOTYpOUIMMETPHYECKUM METOIOM Ha MOJIyaBTOMAaTHYECKUX U
ABTOMAaTHYECKUX OMOXMMHYECKHX aHAIN3aTopax B KIWHUKO-JHArHOCTHYECKHX W OMOXMMUYECKHX JIa0OpaTopusix M HAy4YHO-
HCCIIE0BATEIbCKON PAKTHKE.

Yci10BUs1 XpaHEHHUSA

W3nenne XpaHUTh Kak B HEBCKPHITOM (pJIaKOHE, TaK M MOCIe BCKPHITHS (rakoHa npu TemrepaTtype 2-8°C B INIOTHO 3aKPBITHIX
(hmakoHax, B 3aIIUIIEHHOM OT cBeTa MecTe. V30eraTh 3arps3HeHuit.

CTa0WIBLHOCTH

IIpu cobmromennn pekoMeHIOBaHHOTO crocoba xpaHenus: KammOparop amommmonporenHoB Al m B (TruCal ApoAl/B) B
HEBCKPBITHIX (piakoHax cTaOuIieH 10 KOHIA CPOKa TOJHOCTH, 0003HAUYEHHOTO Ha ITUKETKE, a MOCIIe BOCCTAHOBJICHUS B TCUCHUE 6
Mmecste npu —20°C, 3 mecsues mpu +2-8°C u 24 gacos npu +25°C. [locne pa3BeneHus BOCCTAHOBJICHHOT'O KaauOparopa Jyis
MOJITOTOBKH MSATH KOHLEHTPAIMK CTaOMIBLHOCT Kanuoparopa coctapisier 6 MecsieB npu —20°C, 4 nenenu npu +2-8°C u 24 yaca
npu +25°C.

IToaroroBka

Jlnopunmzar HaxoAWTCS B BaKyyMHOW TE€PMETH3MPOBAHHON YIAKOBKE, IOITOMY (JIaKOH CIeIyeT OTKpBHIBaTh OYEHb
OCTOPOXKHO, YTOOBI HM30€XaTh IOTEPH BBICYIIEHHOTO MarepHaina. [l mpuroToBieHHs KamuOpaTopa 100aBHTh BO (IIAKOH
JUCTHJUITNPOBAHHYIO BOJY TOYHO B TOM 00beMe, KOTOpHIH yka3aH Ha (akoHe. OCTOPOXKHO 3aKPHITh U OCTABUTH (JIAKOH HA CTOJIE
Ha 30 MuH, n3penka nokadnsas. M30eraiire neHooOpaszoBanms! He BcTpsxuBatite!

Jns xanumOpoBKH HEOOXOOMMBI KamuOpaTophl MATH ypOBHEW. [IpHUroToBRTE MATH ypOBHEW KalmHOpaTOPOB pa3BeICHHEM
BPYYHYIO WM C NPHUMEHEHHEM aBTOMATHYECKOrO pa3BEeIeHMs Ha OOpTy aHaIM3aTopa C HCIOJIb30BAHHEM BOCCTAaHOBJICHHOTO
kammbparopa TruCal Apo Al/B u auctunnmpoBaHHOW Boabl miau BogHoro pactsopa NaCl 0,9% (9 1/m) B coorBercTBHH C
WHCTPYKIMSMH, TAaHHBIMH B TaOiHIe (CM. HUXKE).

1. Jlnst pa3BefieHusl Bpy4Hyl0 mnepeHecute MUHUMYM 600 MKI. BOCCTAQHOBIIEHHOTO KaluOparopa B 4YHUCTYHO MPOOUPKY U
MIPUTOTOBBTE pa3BelCHUs M3 OTOro o0Obema, m3beras 3arps3HeHus. llepemeriaiiTe BpYYHYIO pas3BelICHHBIE YPOBHH Tepe
UCIIOJIb30BaHUEM WIIM XPAHEHUEM.

2. OcraBbTe 3aMOpPOKEHHBIE AJMKBOTHI BOCCTaHOBIIEHHOro kamuoOparopa TruCal Apo A1/B B TeMHOTe npH KOMHATHOU
temrepatype (18-25°C) 1o nonHOro oTrauBaHusl.

Jlisi mepeMemMBaHus MOCHE TTOJHOTO OTTaWBaHHS CJIETKA IepeMelaiTe alIuKBOTHI M HEMEIJICHHO HCIOJb3YHTE HX JUIs
KaJIMOpPOBKHM TakXke, Kak 1 BHOBb BOCCTaHOBJICHHBIE KaanOparopsl TruCal Apo A1/B.

Buumanue: Ilepen kKaxasIM UCTIONB30BAaHUEM IepeMeEIaiiTe BOCCTAHOBIICHHBIN KaIMOPAaTOp, OCTOPOXKHO MOKAYNBAsL, JUIS €T0
TOMOTEHHU3aNNH.

IIpoueaypa

[Tpouenypa onpeneneHus U3I0KEHA B MHCTPYKIIUH 110 TIPIMEHEHHIO COOTBETCTBYIOIETO HAOOpa PEareHToB JUIs ONpPEAeICHNUS
HCCIIEyeMOro aHaJINTa.

IpocaexnBaeMocTh

VYkazannble 3HaueHus kanubpatopa TruCal Apo A1/B onpezeneHbl B COOTBETCTBHU C KOMMEPUYECKOH MPOLIEAypOl H3MEPEHUs,
crannaptusoBanHoil mo pedepencaomy cranaapty IFCC (BO3-IRP Oxktsa6pp 1992). Hdns crammaptmzanuu Ano Al Obut
MCIONB30BaH pedepencHbrit crannapt SP1-01, mis crangaptuzanuu Amno B - SP3-07.

ATtTecToBaHHOE 3HaUeHUE KanuOpaTopa amonumnonpoternHoB Al u B (TruCal ApoAl/B), ykazaHHOE B macnoprte, Cenu(GuaHo
TOJIBKO JUTSL JAHHOTO JIOTa KaMoOparopa.

IIpousBoaureiinb
DiaSys Diagnostic Systems GmbH
Alte Strasse 9, 65558 Holzheim, Germany

[ TruCal Apo A1/B [ Jlor: 38580 | Cpox rogmocrn:  2027-09-30
YpoBenb ABTOMaTHYECKOE pa3BeJeHHe Py4dHoe pa3BegeHne Konuentpanun
Kaymbparop Jucr. Bona Kamubpatop | Jucr. Boja Ano Al Kar. Ne 1 7102 Ano B Kat. Ne 1 7112
Be3 xanubparopa, TOJIBKO BoJa be3 kanubparopa, TOIBKO BoJa
Ypose 0 wii Boaublid pactBop NaCl nn Boaubiid pactBop NaCl 0 mr/a (0 /) 0 mr/a (0 /)
Yposens 1 1 yacTh 4 vactu 40 MK 160 Mk 48,3 mr/mn (0,483 r/m) 47,0 mr/nn (0,470 /)
Yposens 2 2 yactu 3 yactu 80 MK 120 Mk 96,5 mr/mn (0,965 r/m) 94,0 mr/mn (0,940 r/m)
Yposens 3 3 yacTtu 2 4yacTu 120 Mxn 80 MK 145 mr/ma (1,45 r/m) 141 mr/mn (1,41 r/m)
Yposens 4 4 qactu 1 yacTh 160 MK 40 MK 193 mr/ma (1,93 /) 188 mr/mn (1,88 r/m)
YpoBeHsb 5 be3 pasBenenus be3s pasBenenus 241 mr/nn (2,41 t/m) 235 mr/nn (2,35 r/m)




