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AHAJIN3ATOPBI
BHecensl B ['ocyrapcTBeHHBIN peecTp CpeacTB
HUMMYHO®JIYOPECIHHEHTHBIE H3MepeHuit
AQT90 FLEX Peructpanuonabiii Ne /%- 04X 5‘ [/ ; G / f 0

BeinyckatoT no goxkymenranuu ¢pupmel "Radiometer Medical ApS" (Jlanus).

HAZHAYEHHE U OBJIACTDH IIPUMEHEHUA

AHanmzaropel  ummyHognyopecuesTHele AQT90 FLEX (manee — aHaiu3aTophl)
MpeHasHaueHbl JUIS MMMYHOAHA/U3a LEJNbHOW KpOBM M I[Ia3Mbl YENOBEKAa MOCPEACTBOM
H3MEpEeHHs: OHOXMMMYECKMX MapKepoB, Takux Kak TpononHH Tnl, kpearunkmuaza CKMB,
muornobud Myo, xopuonmueckuit roHagonorponun PBhCG, Harpuitypertwueckuit nemrua NT-
proBNP, ropmon D-dimer.

Ob6macTh NpUMEHECHHA — JJabOPaTOPHH MEOHLHHCKHX YUPEKICHHH,

OIIMCAHHE

[IpuHumn meHcTBUS aHamM3aTopa COCTOMT B HCHONbL30BaHUH MeTona GIIoyMeTpHH -
OTpejIe/IeHNe KOHIIEHTPAIlMH BEIECTBA N0 HHTEHCHBHOCTH (UIYOpEeCLICHIIMH, BO3HUKAIOIIECH IpH
06/1y4eHHH BEWECTBA YNbTPadHONETOBBIMHU Ty4aMHU.

B anaymmsatope u3Mmepsiemyio npoOy nomemaroT B NpOOONPHEMHHK, IJ€ OHZ—BX6
XHMHYECKYIO peaKluio ¢ Oy(epHBIM pacTBOpOM, IOCJE Yero npoda BblcymHBaeTc SRV
npoba obnyuaercs yabTpaHOJIETOBBIMA JIyYaMHd OT HWMIOYJIBCHOM JIAMIIBI A
BCTPOEHHOI0 AaTYHKa (UKCHPYETCS HHTEHCUBHOCTE H3/y4eHHS (QIyOPEeCUCHIHH §




[Tocie w3MEpPEeHUs IOTYYeHHBIH CHrHan mpeoOpa3soBbIBAETCS B 3HAYCHHE KOHIECHTPALMH
KJIWHMYECKH aJleKBATHRIX Mapkepos (tpomonusa I, kpermrkmHaza , D-mumepa, BhCG) nu
ununupyercs va KK, BHIBOAHTCA HA BCTPOEGHHLIH TepMOLpUHTED, WK 4epes Tpu USB-nopra
o RS 232-BbIx0/1y Ha KOMIIBIOTEP MM B ceTh Enternet.

[Iporpammuoe obecnieuenne aHAIM3aTOPa HMEET CICAYIOIIYIO CTPYKTYDY:

- PeIKUM TeCTHPOBAHUS;

- peKHUM KaTHOPOBKH;

- pexxumM 00paboTku JaHHBIX;

- pekuM o0ciyKuBaHus (TIPOMBIBKA, OYMCTKA, YAAJICHHE M3 H3MEPHTCIbHBIX KAHAJIOB M
npobooTOopHUKa U 1ID. ):

- COXpaHeHHe IaHHBIX B MAMSTH;

- [Ie4aTh JaHHBIX.

Cxema ¢ ykasaHHeM MeCTa HAHEGCCHMsS 3HAKa NOBEpKH npusejeHa B [Ipuioxenun K
OTMCAHUIO THIIA.

Buemmuuit Buj adamuzatopa uMmmynoduyopecuentHoro AQT90 FLEX npusener Ha
pHcyHKe 1.

Pucynok | — BuemHn# BH aHanu3aropa uMMyHopayopectienTHOro AQT90 FLEX
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OCHOBHBIE TEXHHYECKHE H METPOJIOTHYECKHE XAPAKTEPHCTHKH

OCHOBHBIB TEXHHYCCKHE H MC‘II}OJIOFH‘{ECKHC KapaKTepHCTHKH aHHJIHBHTOpa }’KEB&HH B
tabaune 1.

Tabmmua 1
3HaueHue
HauMeHnoBaHMe XapaKTEPUCTHKH
XapaKTEePHCTHKH
Jlnanazon m3mepenus tpornonuna (Tnl), Mxr/n ot 0,010 10 50,0
OTHOCHTENBHAS TOrPelTHOCTh H3Meperus Tnl (pu mopore 4YyBCTBUTEIBHOCTH 40

0,0095 mkr/n u onopHoM 3uauenun ao 0,023 mxr/im), %, He Gonee
Jlnanazon u3mepenns kpearnnkunaza (CKMB), mxr/n ot 2 jo 500
OTtHocuTensHas norpemnocTs uaMepenus CKMB (mpu nopore

" 20
4yyBCTBHTEILHOCTH 0,53 MKI/ H OITOpHOM 3Ha4€HHH 10 7,2 MKr/1), %, He Gonee

Jluanazon uzMepenus Muoriiodbuna (Myo), MKr/n ot 20 o 900

OTHOCHTENBHAS MOTPEINHOCTE H3MepeHUs Myo (IIpu nopore 4yBCTBUTEIBHOCTH 16
0,1 Mxr/n 1 onopaoM 3Ha4yeHuu ot 23 xo 112 Mxr/n), %, ve Gonee

Jluanazon n3mepeHus Harpuitypetudeckoro nentyaa (NT-proBNP), ur/n ot 12 o 35000
OtHocutenbHasa norpemwrHocTs Hameperus NT-proBNP (upu nopore 20

YYBCTBUTENBHOCTH 12 HI/N ¥ onopHoM 3Ha4yeHuH 10 133 Hr/n), %, He Golee
Juanazon u3amepenus ropmona (D-dimer), Mxr/n ot 80 1o 100000
OtHocuTenpHAs NOrpelHOCTE H3MepeHus D-dimer (ipu nopore 75

YYBCTBHUTEJILHOCTH 35 M ONOpHOM 3Ha4eHHH oT 583 no 654 Mxr/n), %, He Gosee
Jnana3zoH u3mMepeHus xopuonudeckoro ronagosorponusa (BhCG), ME/n ot 2 1o 5000
OtnocuTenpHas norpemwHocTs u3meperuss BhCG (npu nopore

YyBCTBUTEJBHOCTH | K onopHOM 3HaueHuH ot 2 1o 6 ME/n), %, e Gonee 43
Temnepatypa okpyxarolied cpeasl npu sKkcnayaranuu, °C ot 15 o 32
OTHOCUTENBHAS BIAXKHOCTL OKpYKarowei cpelbl Npu dKCIIyaTauuu, % ot 20 o 80
T . o ot MuHyc 20 10
emrepaTypa oKpysKaroieH cpeapl IpH TpaHCIOpTHpOoBaHuH, °C .
Homunanesas MomHOCTH, B-A 400
["abapHTHEIC pa3Mepsl, MM, He 6onee 450x460x480
Macca, kr, He 6oaee 35

HomuHanbHOE HanpOKCHUE IMHTAHHA OT CETH NMEPEMEHHOI'0 TOKa 4acTOTOM

50 [, B ot 100 no 240

3HAK YTBEPXKJIEHUWSA TUIIA

3HaK yTBEp)KIEHHs THIIA CPEICTB HM3MEPEHMH HAHOCHTCA THnorpadckum crmocoboM Ha
IKCIUTyaTALHOHHYIO OKYMEHTAIHIO aHAIU3aTopa.

KOMIUVIEKTHOCTbD

B KOMIIIEKT MoCTaBKH aHAaTU3aTOpa BXOIHT:
- ananm3aTop uMMyHodayopecuenTHbit AQT90 FLEX — 1 mT.;
- PYKOBOJCTBO IO 9KCIUTyaTaluH — 1 9K3.;
- ynakoBka — 1 1r.;
- Metonka nosepku MPB MIT.2111-2010 — 1 3ks.




TEXHHYECKASA TOKYMEHTAIIUSA

Joxymenrauus ¢upms! "Radiometer Medical Ap
MPE MIL.2111-2010 "Ananu3aTopsl HMMYHO(

MIOBEPKH".

S" (lauus);
nyopecrnentHeie AQT90 FLEX. Meroauka

3AKJIIOYEHHUE

Axamu3zatopsl uMMmyHoduyopecuenTHele AQT90 FLEX cootBerctByloT TpeGoBaHusaM
noxkymenTtanuu ¢pupMmel-uzrotoButens "Radiometer Medical ApS" (Jaunus).

MexnoBepounslii uHTEpBaN — He Oomee 12 wMecaneB (ans  aHAJM3ATOPOB
nmmyHOQIyopectieHTHRIX AQT90 FLEX, npumenseMbix B cepe 3aKOHOJATEILHOM METPOJIOTHH).

Hayuno-uccnenoBaTenbCKun

HenbiTaTebHbIH nentp benl UM

r. Munck, CrapoBuneHcku# Tpakr, 93,

Ten. 334-98-13.

ATttectar akkpemurauua Ne BY/112 02.1.0.0025.

N3TrOTOBHUTEJIb:

H3roroBuTe/ b aHAJIH3ATOPOB:

®upma "Radiometer Medical ApS" ([lanus).
Akandevej 21 DK-2700 Bronshoj

Tenedon: +45 (0) 38 27 38 27

Qaxc: +45 (0) 382727 11

e-mail: isd@radiometer.dk

www.radiometer.com

HauansHHK HayYHO-HCCIIEOBATENBCKOTO
[ICHTpa HUCILITAHUH CPeACTB H3MEpeHH I
u Texuuxu benl UM
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IPUJIIOKEHME A
(obs3arensHOE)

MECTO HAaHECEHHs 3HAKA NMOBEPKHU (KinelMo-HaKIeika)

Pucynox A.1 —MecTo HaHeceHHs 3HAKA NOBEPKY (KIeiMO-HaKJICHKa) Ha aHAJIM3aTOp
nmMmyHodyopectentasii AQT90 FLEX




