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I,ITHO I43BECTyBAIbE 3A EE3EEAHOCT HA TEPEH

Atellica CH Analyzer
Atellica CI Analyzer
Moxnocr 3a HaMaJreHrr pe3yJrrarrr 3a Atellica CH Enzymatic Hemoglobin Alcr rpu
o6pa6orrca na Atellica CH revised C-reactive protein Ha rrcrlror aHaJrrr3arop

Ilouurynanr,r 3ApaBcrBenu pa6ornuqu,

Haurure 3ar,vcu yKaxyBaar IeKa cre ro [pr4Mr4ne cneAHoro MeII{III4HcKo cpeAcrBo:

Siemens Healthineers rrorBp,qlrJr, [peKy lrcrpara na upnjanu oA KJTI,IeHTI,I, fiocroerbe Ha MoxHocr 3a

HaMaJreHlr peyJrrarlr 3a arraJrr.rsara Atellica CH Enzymatic Hemoglobin Alc (Alc_E), Kora raa ce

nspa6oryna 3aeAuo co Atellica CH revised C-reactive protein (RCRP) Ha lrcrr{or aHarrr,r3arop.

Bps ocuona Ha rrpeureA Ha r.no6a.nunre rroAarolllr oA KJTI,IeHTI,ITe:

. Kuueurure Kor,r ru uspa6orysaar Alc_E u RCRP na noce6su arraJrlrcaropl,I He ce 3acernaru.

. Kora ABere amaJflur3tz. ce uapa6oryBaar Ha ficrfior aHaJr]Barop, Moxe Aa ce nojanar HaMaJreHr,r

pe3yJrraru ga Alc_E. @pernenqujara v roJreMr,rHara Ha Herarr{Burror 6uac (orcrauyaasero) u
Helrpeqr,r3Hocra ce 3roJreMyBaar co reKoT Ha BpeMero lr He ce Bo corJracHocr co yrrarcrBoro 3a

ynorpe6a.
. Ilororeu cooAHoc na RCRP recroBr{ Bo oAHoc Ha BKyrrHr4Te

nepojaurocra sa nojana na npo6reMor.
. Kora npo6neuor e rpucyreH, pe3yJrrarr{Te oA Ko

HeraTrrBeH TpeHA r,r 3roJreMeHa Herrperlpr3Hocr.

:) uoraxynaar

. Pesynrarnre oA KouTpoJrararaHa KBaJrr,rrer (QC) ce rons
sa6erexyea raj npuuepoqfire oA rraq]reuT]r.
. Osoj npo6neu He e creqrSr,rueu 3a oApeAeHacepwjaua
. Herraa IrHA[KaII]ru AeKa Apyrur amaJfiigti ce 3acerHarr,r.

MeAlrqnncKo cpeAcrBo Tecr rcoA SMN 6poj (Siemens material number) /
UDI6poj (Unique Device
Identification)

Epoj ua
cepnja

Atellica CH Enzymatic
Hemoelobin Alc (A1c E)

Alc_E,
A1c H I t097 s3 6 I 0063041 4220505
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Siemens Healthineers aKTlrBHo ja ucrpaxyBa rtprlqnHara rr pe[reHr.rero 3a oroj npo6.rrervr.



,{oronry r,rMare rrpaflrarba ilrrvr BLr e uotpe6na [oMoIIr, Be MoJII,IMo KoHTaKTI'Ipajre ro JIoKzIIIHI'IOr

rrpercraBHr.rr ga Siemens Healthineers: ABI4I]EHA AOO - Crcouje, fiarruena Haynona-Cr]IpocKa,

oAroBopHo Jrr,rqe 3a Marepr.roBr.rrr.rJlauua Ha reJI. 0751306-391 u e-[oIIIra:
daniela. nauno v a@avicena. com.mk

Co uourat,

fia,nuetlm H ayno n a- Crurpo cKa

O4ronopno nr4rle 3a MarepuoBl,IrplnaHua
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llpuror

Crurca 1: Penpe:eHrarr,rBeH cer Ha 3acerHarr4 pe3ynrarr4 oA KoHTpona Ha KBaJII4rer (QC) uuso 1

(Cuuo; reno) r,r Ht4Bo 2 (lloproxa,rroBo; AecHo) z:pa:ena Bo eAr4Hrruu (%Alc) na HaquoHaJlHara

nporpaMa 3a craHAap plwsa\uja Ha rJrr.rKoxerrao uo6uu (1.{ G S P)
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Cnurca 2: PenpeseHrarr,rBeH cer Ha 3acernarr{ peyJrraru o,q KoHrpoJra Ha KBalrr,rrer (QC) nr,rso 1

(Cruro; neno) u HuBo 2 (floporanoBo; .qecHo) raspa"reua Bo e.qr{Hr,rqu (mmol/mol) ua
Mefynapo.qnam Segep auuja3a KJruHr,rrrKa xerrauja (IFCC)

Ta6e.rra 2 : Maxcrarraamra ga6erexaHa

4

'a6era 1: Marurua-[eu sa6ereNau 6nac

NGSP eAr.rHr.rqu ((%A1 c) IFCC (mmol/mol)

oc1 QC2 oc1 QC2
Oueryrauu
DE3VJITATI{

s.60 9.70 O.rexynanu
DE3VJITATIA

37.71 82.51

3a6erexauu
PE3YJITATI{

4.44 8.94 3a6enexanpr

PE3YJITATI,I

24.59 74.21

o/o Buac (penarraneu) -2t% -8% o/oBuac ( penarusen) -3s% -t0%

NGSP e.rrlrHlruu (%Alc\ lEffi&uot)
oc1 QC2 /r'ro{"1\$ol @ffi^. QC2

KoHqeHrpaquia 5.43 9.55 Konueurpaiinia+' t'Z .32.9& ? 80.89
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Be nnoarnne nono.flHere ro osoj Qoprvrynap KaKo AoKa3 3a npreM Ha

6ea6e4HocHara KopeKTrBHa MepKa Ha repeH

NPOBEPKA HA EOEKT]4BHOCTA HA I43BP[UEHATA KOPEKT]4BHA MEPKA HA TEPEH

flo: Aarqexa flOO Cxonje,yn.15516p.5E, 1000 Cxonje

3a: flaHuena Hayxoea-CnupocKa, oAroBopHo nuqe 3a MarepxoBxrt,tnaHqa

rcn. 075 1306-391; e-nourra: daniela.naunova@avicena.com.mk

Ilorep4a sa I4THO l43BECTyBAlbE 3A EE3EEAHOCT HA TEPEH 6p.ACHC26-04.A.OUS

Atellica CH Analyzer
Atellica ClAnalyzer
Moxxocr 3a HaMareHlr pe3yrrarr,r ga Atellica CH Enzymatic Hemoglobin A1c, npr o6pa6orxa xa

Atellica CH revised C-reactive protein Ha Hcrl.ror aHarx3arop

Kpaen Kop14cH14K:,

A4peca:

l-pa4:

TeneQon: Oaxc:

,Qara na npheM Ha oBaa raH$opnnaqraja:

Be moarme nonorHere ro oaoj Qopnnyaap u hcnparere ro Ha aApecara HaBeAeHa norope. Co

racnpa(an e na oeoj Qopnnyaap noKalKyBare AeKa cre ja npo''{rrane ra paa6pane co4p}KhHara

xa rxQopnnaqujara 3a KopeKruBHara MepKa sa 6ea6e4xocr Ha repeH.
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