LUMNCTATUH C

Cystatin C

Kamanoe. N: 9A1840 JHlama sunycky iHcmpykuii: 2014/09/10

Bepcis 05

OCHOB0I0 _Npu__NpoeedeHHi _aHanizy € _opueiHan _iHcmpykuii
l aHenilicekolo _Mo8oto, 8kadeHol 8 Habip. Homep i dama _eepcii
. opue2iHamy ma nepexaady iHcmpykuii noguHHi cnisnadamu.

Kar. N2: Bmicr:

906840 2 x 25 mn 6ydep + 1 x 10 mn JTatekcHuin PeareHT
906850 1 x 25 mn 6ydep + 1 x 5 mn JlatekcHui PeareHT
909860 1x12.5mn6ydep + 1 x 2.5 mn JlatekcHui PeareHT
9A1840 1 x 50 mn 6ydep + 1x 12.5 mn JlatekcHuin PeareHT
9T1340 1 x 50 mn 6ydep + 1 x 12.5 mn JlatekcHuin PeareHT

[lonaTKoBO NMPOMOHYIOTLCA:
909890 1x2mn
906880 6x2mn

Kani6patop Bucokmii Lucratuny C
Habip koHTponis Luctatuny C (2 piBHi)

3ATAJIbHA IHOOPMAULIA

Metop iMyHOTYpOianMeTprYHMI
Peakuis 2-TOYKOBa KiHLeBa
JoBxvHa xBuni 600 HM
Temnepartypa aHanisy 37°C

3pasok Cuposartka, [nasma
[liana3oH BUMiploBaHHA 0.0-10.0 mr/n
Yytnusictb 0.08 mr/n
Xyk-edekr >10 mr/n
MNMpouepypa Tecty Tectn/Habip
906840 200 (Hitachi 911)
906850 100 (Hitachi 911)

ABTOMaTM30BaHa npoueaypa Tecty
3anexuTb Bif iIHCTPYMEHTY — 3BepHITbCA 3a AofaTKamu

CKNAR PEATEHTY

KOMMOHEHTU

JlaTtekcHuin PearenT Lucratuny C
Kosaui aHTM  noacbki  aHtutina  CysC  0.5%
CeHcMbINi30BaHOro naTekcy

A3ung HaTpito

Bydep Miymnny, pH 7.3

By¢ep Uncratnny C

QocdaTtHo-6ydepHUin  disionoriyHnii  pos3umH,
pH 7.43

A3np HaTpito 0.95r/n
[HeTtepreHt 0.5%

KIHUEBA PEAKLIA

0.95r/n

NIArOTOBKA PEATEHTY
PeareHTu pigki i rotoBi 4O BUKOPUCTaHHA.

3BEPIFAHHA | CTABUTbHICTb PEATEHTY

YmoBu: 3axuwaTy Bif cBiTna. 3akpmBaT HeranHo MiciA BUKOPUCTaHHA
CrabinbHictb:  npu2-8°C [10 3aKiHYEHHA TepMiHy NpUAaTHOCTI

He 3amopoxyBatu!

3BEPIFAHHA | CTABUIbHICTb 3PA3KA

CrabinbHicTb: Mpn2-8°C
Mpun —20°C

3amopoXKyBaT TinbKku pas!

48 roguH
3 micaui

MPOLIEAYPA TECTY HITACHI 911

R2 VOLUME [40]
WAVELENGTH (2nd/Prim.) [1{600]

STD (1) CONC-POS [0.0¢1[1] [2] [0] (O]

]
]

STD (2) CONC-POS 1021 [51 [5]1 [195]
STD (3) CONC-POS 1131 (101 [51 [190]
STD (4) CONC-POS [**1[4] [20] [5] [180]
STD (5) CONC-POS 151 [20] [10] [180]

STD (6) CONC-POS [**1[6] [2] [0] [O]

SD LIMIT [999]

DUPLICATE LIMIT [1000]
SENSITIVITY LIMIT [0]

ABS LIMIT (INC/DEC) [32000] [INCREASE]
PROZONE LIMIT 16

EXPECTED VALUE 101

PANIC VALUE 16
INSTRUMENT FACTOR [1.0]

*BukopuctoByBatu ¢isionoriyHnii posurH gna 0.0 kanibpaTopa
**BpefiTb 3HaYeHHsA KanibpaTopa, AKN BUKOPUCTOBYETHCA

OBYUCIIEHHA

KoHueHTpauia LuctatmHy C B HeBijoMUX 3pa3kax BW3HA4YaeTbcA 3a
KanibpyBanbHOIO KPKBOIO 3 BUKOPWCTAHHAM BifNoBifHOI MaTemMaTU4HOI mogeni,
Takoi fK cnnanH. KanibpyBanbHa KpuiBa OyayeTbcsi 3a JOMomoroilo Habopy
KanibpaTopis i po3unHy xnopuay Hatpito (9 r/n) B AKOCTi HyIbOBOrO 3HaYEHHS.

PEQEPEHTHUI OIANA3OH

0.4-1.2mr/gn

PekomeHpyeTbca, W06 KoXHa nabopaTopid BCTaHOBMOBana CBill BRacHWUIA
ZianasoH HopMm.

NPUHLUUN TECTY
AHani3 UuctatnHy C 6a3yeTbcs Ha OCHOBI Typ6iAVMETPUYHOIO BUMIPIOBAHHS.
KanamyTHiCTb cnpryMHEeHa YTBOPEHHAM HEPO3YMHHUX IMYyHHUX KOMIMEKCiB
aHTUTINO-aHTUreH.

OIATHOCTUYHE 3HAYEHHA

Lincratnn C - ue iHribiTop umcTeiHoBOi NpoTeiHasa 3 BifJHOCHOI MONEKYNAPHOI0
Baroto 13,250 fanToHiB i YTBOPeHWI yCima BMBYEHUMWN AREPHUMU KNITUHAMW.
OcKinbKy, BiH YTBOPIOETbCA MPW MOCTIMHIN WBWMAKOCTI i BiNbHO $inbTpyeTbCA
3[JOPOBOI0 HMPKOI, ULel O6inok € xopowmm MapkepoM ¢yHKUii HUPOK.
KoHueHTpauii cnposatku ymctatuHy C maixe NOBHICTIO 3anexatb Bij WBUAKOCTI
KIy60oukoBoi ¢inbTpaLii. 3HWKEHHA WBMAKOCTI Kiyb6oukoBoi dinbTpaduii (GFR)
NPW3BOAUTL A0 NiABULEHHA KoHUeHTpauii LinctatnHy C. UuctatuH C He BnnvBae
Ha Taki daKTopy, K M'A30Ba Maca Ta XapuyBaHHA, dakTopw, fiKi, AK LOBEAEHO,
BM/AVBalOTb Ha 3HaYeHHA KpeaTuHiHy. Kpim Toro, migBuleHHA KpeaTuHiHy He
BUABNAETbCA, MOKN GFR He 3MeHLWwmnTbca NprbnnsHo Ha 50%.

POBOYI XAPAKTEPUCTUKIN
BUMIPIOBAJIbHUI AIANA3OH
0.0 -10.0mr/n

MEXXA BUABJIEHHA

0.08 mr/n

XYK-EQEKT

>10 mr/n

CNELNODIYHICTb
MoHocneundiyHmin
YYTAUBICTb

0.0306 ABS oanHWLi/0AMHULI KOHLEHTpaLii

TOYHICTb [%CV]

TEST NAME CysC

ASSAY CODE [2-POINT ENDJJ:[10]-[0]
ASSAY POINT [15]-[31]-[0] - [0]
SAMPLE VOLUME [2]

R1 VOLUME [230]

Husbka CepepHa Bucoka
B aHanisi 4,86 3,35 3,10
Mix aHanizamm 2,48 3,8
AOCTOBIPHICTb[ mr/an]
KoHTponb BusHaueHe Bumipane
Behring L1 0,97 (0,82-1,11) 1,08
Behring L2 1,91 (1,62 - 2,20) 2,19

Mepexnaday Pomatiok H.I1.

NOPIBHANIbHUA METOJ,




MopiBHAHHA 3 HedenomeTpieto Behring fano HacTynHi pesynbTaTu:
y =0.9009 x + 0,1108/ r = 0,9626

IHTEPOEPYIOYI PEHOBUHM
BincyTHs iHTepdepeHLUin fo:

Tpurniuepugmn 5000 mr/gn Temorno6ix 500 mr/gn
Binipy6iH 60 mr/an Lutpat HaTpito 2000 mr/gn
lenapwuH 100 mr/gn EOTA 10 mr/mn
KOHTPOJIb AKOCTI

MoxHa BUKOPWCTOBYBATU BCi KOHTPOJIbHI CMPOBATKM 3i 3HaYeHHAMM LiuctatmuHy
C, AKi BUMipsaHi uMm meTogom. Mu pekomeHayemo Dialab KoHTponbHuin Habip
Luncratnny C.

KANIBPYBAHHA
AHanis peKkomeHAye BUKOpWCTaHHA Kanibpatopis Luctatuy C. Mwu
pekomeHayemo Dialab LiuctatuH C Bucokuin Kanibpatop.

ABTOMATU3ALIA
3anABKM Ha aBTOMATUYHI CCTeMn JOCTYMHI 3a 3annMToM.

NONEPEAXEHHA TA 3ACTEPEXKEHHA

1. Pearentun Lucratmny C npusHayeHi TinbKu ANA BUKOPUCTAHHA B
in vitro giarHocTuu,i.

2. Asup Hatpito yTBOPIOE a3na CBUHLIO abo migi y nabopatopHomy
BOZONPOBOJ, AKNI MOXe BUOYxaTu npu yaapi.

3. KoxXHa [OHOPCbKa OAMHMULA, AKa BMKOPUCTaHa Yy NiAroTosui
CTaHAapTiB | KOHTPONIB, BMABUIACb HEraTUBHOIO Ha HaABHICTb
aHTuTIN Ao BIJ1, a TakoX NoBepxHEBOro aHTWreHy renaTtuty B,
BMKOPUCTOBYIOUMN MeTop 3aTBepakeHunin FDA.

MNOBOAXKEHHA 3 BIAXOAAMMU
Byab nacka, LOTpUMyNTECH MiCLIEBUX BUMOT .

I BUPOBHUK
Jiana6 GmbH
BupobHuUymaeo ma npodax ximiko-mexHidHoi
npodykuyii ma nabopamopHux npunadis 8 I3
HOE-3t00, XoHdacmpac, 060xxekm M55, 2351
BiHep-Holidopg
Ten.: +43 (0) 2236 660910-0,
Qakc: +43 (0) 2236 660910-30,

e-mail: office@dialab.at

oIAMEB

Trade

YMOBHOBAXEHUW NPEACTABHUK

TOB «[JIAMEE TPEV/]»
8ys1. Cumona lNemsiopu, 25
M. lsaHo-@OpaHkigcbk, 76014
men.:+38(0342) 775 122
¢hakc: +38(0342) 775 123
e-mail: info@diameb.ua
www.diameb.ua
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