FNIOKO3A PRESTIGE 24i

PRESTIGE 24i LQ GLUCOSE

Kar. N¢: 4-401 Hara sunycky iHcTpykyii: 06-2023

OCHOBOW _ipy _[IPOBEAEHHI _aHa/By € opuriHan [HCTPYKUI

I AHIJIIVICEKOIO MOBOI, BK/IAAEHOI B Habip. Homep | gara Bepcii’
; OPUIIHATY Ta NePERIA[Y IHCTPYKLII MOBUHHI CTIBA3AATH.

MPU3HAYEHHA

PeareHT rntoko3a npr3sHaveHnin ansa KinbKiCHOro BU3HaYeHHA PiBHA MI0KO3N B
nnasmi, cuposatui Ta CMP. BiH npr3HayeHnn ana JiarHOCTUKK, KOHTPOMIO Ta
AK JOMOMIXKHWIA 3aci6 B AiarHOCTMU KNiHIYHUX CTaHiB, MOB'A3aHMX 3 PIBHAMM
rMIIOKO3M No3a HOPMOI0. [liarHOCTMYHUIA Habip ANA BU3HAYeHHS KOHLEHTpaLil
rMIIOKO3M BUKOPUCTOBYETbCA B aBTOMaTUUYHMX aHanizatopax Biolis 24i Premium
Ta Biolis 30i.

TinbKun AnA BiarHOCTUKW /N vitro, pNAa MeaUYHNX NpaLiBHUKIB.

BCTYN'?

BusHaueHHA piBHA rNOKO3M B CMPOBaTLi, NAa3Mi Ta CMMHHOMO3KOBI PiguHi B
OCHOBHOMY BWKOPWCTOBYETbCA ANA [iarHOCTMKM Ta MOHITOPUHIY JiKyBaHHA
LYyKpoBOro  Aiabety. BuMiploBaHHA  KOHLUEHTpauii  [oKo3W  TakoX
BUKOPUCTOBYETbCA AIK JOMOMDKHMI 3acib Ans [iarHOCTVMKU KRiHIYHUX CTaHiB,
nos'a3aHux 3 rinornikemieto Ta rinepraikemieto. MNigBULLEHHA PIBHA rNOKO3M
MOXe crnoctepiraTuca npu TPaH3UTOPHIN rinepraikemii, rocTpin CTpecosii
peakuii, cnHapomi  KylunHra, riioKOKOPTUKOIAHIA Tepanii, rinepTupeosi.
3HWKEHHS1 KOHLEHTpaLil rioko3n Moxe OyTW MoB'A3aHe 3 HeoHaTalbHO
rinornikemieto abo rinoTnpeosom.

NPUHLN METOAY?
KonoprmMeTpryHuii, eH3MMaTUYHWIA METOA 3 OKCMAA30I0 FTIOKO3U.

gluicose +tHO +O_ ﬂ’ gluconic acid + H O

2 H O_+ phenol + 4-aminoantipyrine ﬂ

4-(p-benzochinonomonoimino)-phenazone + 4 H O

(red colour)

IHTEHCMBHICTb 3a6apBNEHHA NPAMO NPONopLiiHa KOHLEHTpaLil FNoKo3N.

PEATEHTU
Cknapg Ha6opy
Kar. N2 4-201 Kar. N2 4-401
(24 no3uuii) (36 no3wuwiin)
1-PEATEHT 6 x 60 mn (ml) 10 x 25 mn (ml)

KinbKicTb TecTiB:
Biolis 24i Premium
Biolis 30i

1320 900
1330 880

KOHLUEHTPALIA AII0YNX PEYOBUH Y PEATEHTI
1-rNMIOKO3A / 1-PEATEHT

5 mmonb/n (5 mmol/l)
333.3 mkkat/n (pkat/l)
38.33 mkKat/n (pkat/l)
0.75 mmonb/n (mmol/l)

deHon
rnoko3sookcmaasa (GOD)
nepokcuaasa (POD)
4-amiHOaHTUNIPUH (4-AA)
docoatHuin bydep
xenaTop ioHiB MeTany
cTabinizatop
KOHCepBaHTK

CTABUIbHICTb PEATEHTY

PeareHT cTabinbHU [O 3aKiHUEHHA TepMiHy NMPUAATHOCTI, 3a3HaYeHOro Ha
ynakoBLi Habopy, 3a yMoBu 36epiraHHsA npu Temnepatypi 2-8°C. CTabinbHicTb
Ha 6opTy aHanizaTopa npw 2-10°C: Biolis 24i Premium, Biolis 30i - 12 TuxHi..

3ACTEPEXXEHHA TA MPUMITKIN
. 3axuwaTy Bifj NPAMMX COHAYHUX MPOMEHIB | YHUKaTN 3a6pyaHeHHA!
. He BuKopuctoByBaTM peareHT MicNA  3aKiHYEHHA TepMmiHy
NpPWAATHOCTI, 3a3HaYeHOro Ha ynakoBLi.

[Tepernagay Argpivi Tpukiwa

. He 3milwyBaTu peareHT 3 pi3HKX HabopiB abo napTiii.

. BrkopucToByBaTu 3aCc06U iHAMBIAYanbHOro 3ax1CTy Ana
3anobiraHHs KOHTAKTY 3i 3pa3kamu 6ionoriyHoro matepiany,
peareHTamn Ta KOHTPOAAMM.

. EUH208 MicTaTtb peakuinHy macy 5-xnop-2-metun-2H-i3otiazon-3-
OHy Ta 2-MeTun-2H-i3oTiason-3-oHy (3:1). Moxe BMKnmKatu
anepriyHy peakuito.

. EUH210 NacnopTt 6e3nekun 3acoby HaaeTbCs 3a 3annTom

BIOJIOTIYHU MATEPIAN*>¢

EATA a6o renapuHizoBaHa nna3ma B NPobipKax, Lo MiCTATb HanoBHIOBaY
¢dTopup HaTpito abo MopaLeTaT HaTpito, CMPOBATKa, BiflbHa Bifj remornisy,
CMMHHOMO3KOBA pigunHa.

Mnasma/cnpoBaTtKa. 3pa3ku CMpoBaTKM Ta NAasmu Chif BiAOKpemuTn Bif
KNiTH npoTArom 30 XBWAWH nicnsA 3a6opy.

3pa3oK nnia3mu, AKUIN He aHani3yeTbcA Bigpasy nicna 36opy, cnig 36epirati B
npob6ipkax, Wo MicTATb ¢TopMA HaTpilo abo MopaueTaTt HaTpilo. [JofaBaHHA
LMx cnonyk 3anobirae rnikonisy Ta cTabinisye piBeHb rnioKosu.

CupoBatKy Ta nnasmy MoxHa 36epiratn go 8 rogun npu 25 °C (°C) abo 72
roaviH npu 4 °C (°C).

Mna3ma - ue 3pa3ok, pekoMeHA0BaHNI AN BU3HAUYEHHSA FI0OKO3M B KPOBI.
CnuHHOMO3KoBa pignHa. KoHueHTpaLio rioKo3n B CMTMHHOMO3KOBIN piavHi
cnip BAMiptoBaTy 6e3nocepefHbO Nicnsa 3abopy 3paska.

CrMHHOMO3KOBY PifiMHY HeOOXifHO aHani3yBaTu OHOYACHO i3 3pa3KoMm KPOBi.
Micna uenTpudyrysaHHA 3paskm CMP MoxyTb 36epiraTucb Ao 24 roavH npu 4
°C (°O).

MNpoTe peKkomeHAYETbCA MPOBOAUTU  [OCNIAKEHHA Ha  CBIKOB3ATOMY
6ionoriyHomy maTepiani!
YBaXHO ~ JOTPUMYBATWUCA  IHCTPYKLi BUPOOHMKa Mpobipok nif vac

BUKOPVCTaHHA NPobipoK Anis 3a6opy.

3 maTepianioM N0ACbKOro NOXOOXEHHA Cif MOBOANTUCA AK 3 MOTEHUiNHO
iHbeKuUinHUM. HeobxigHo foTprMYyBaTUCA CTaHAAPTHUX 3aN0b6iKHUX 3aX0f4iB
npwv BUKOHAHHI 3BMYaliHOI labopaTopHOi poboTu.

NPOLEEAYPA BU3HAYEHHA

1-PEATEHT roToBuin O BUKOPUCTaHHA.

Momictntun 1-PEATEHT B OCHOBHY NO3uLito B TPMMaui peareHTis.

[ina GnaHk-peareHTy pekoMeHAYyEeTbCA AieioHi30BaHa Boaa.

HeobxigHi gii:

] Biolis 24i Premium: lMpu npoBepeHHi aHanisiB Ha aHanisaTopi icHye
NMOBIPHICTb NepexpecHOro 3abpyAHeHHS, Lo BIIMBAE Ha Pe3ynbTaTu
TectiB: GLUCOSE - CREA ENZYMATIC, GLUCOSE - PHOSPHORUS,
GLUCOSE - TG, GLUCOSE - TG MONO, CK-MB - GLUCOSE. LL{o6 yHUKHYT®
Lboro edekTy, AOTPUMYNTECH PEKOMEHZALIN, WO MICTATbCA B iHCTPYKLUT:
51_03_24_008_BIOLIS_24i_PREMIUM_CARRYOVER.

] Biolis 30i: Mpw npoBeneHHi aHani3iB Ha aHani3aTopi iCHyE NMOBIPHICTb
nepexpecHoro 3aGpyAHeHHA, WO BMIMBAE Ha pe3ynbTaTu TecTiB:
GLUCOSE - PHOSPHORUS. LLI06 YHUKHYTW LbOro edpekTy, LOTPUMYNTECH
pekomeHAauin, wWo MicTATbcA B IHCTPYKUii: 51_03_24_009_BIOLIS
30i_CARRYOVER.

ApanTauisa ana aHanizatopa Prestige 24i Haga€eTbcA 3a 3aNUTOM.
MNMepep TecTyBaHHAM 3pa3KiB NaLi€eHTa KOPUCTyBaYy MOBMHEH NepeBipuTH Ta
3aTBepANTU aganTadito.

KOHTPOJIb AKOCTI
[nA BHYTPIlWHBbOrO KOHTPOMIO AKOCTI PEKOMEHAYETbCA BUKOPUCTOBYBATW
KOHTpOnbHi cmposaTkm CORMAY SERUM HN (KaT. N2 5-172) i CORMAY SERUM
HP (Kat. N2 5-173) ana KoxHoi cepii BUMiptoBaHb.
Ona KanibpyBaHHA  aBTOMATUYHWX  aHani3aTopiB  PEKOMEHAYETbCA
BukopuctoByeati CORMAY MULTICALIBRATOR PIBEHb 1 (KaT. N2 5-174, 5-176)
i PIBEHb 2 (KaT. N° 5-175, 5-177). inAa npoBeAeHHA 6GnaHK-TecTy HeobXifHO
BMKOPUCTOBYBaTW feioHi30BaHy BOAY.
Kani6pyBanbHy KpuBy cnip cknagaTv KoxHi 12 TuxHiB (Biolis 24i Premium) a6o
KOKHi 10 THiB (Biolis 30i).
Kani6pyBaHHA peKOMEHIYETbCA B HACTYMHMX BUMNafKax:
. nicns KOXHOI 3MiHW napTii,
. nicnA TeXHIYHOro 06CyroByBaHHA NPUNagIB,
. AKWO KOHTPOMbHi 3HaYeHHA BUXOAATb 3a MexXi OuiKyBaHOro
Aianasony,
. LLlopasy, KOS BUKOPUCTOBYETLCA HOBUI Habip peareHTiB.
AKLWO pe3ynbTaTu KOHTPOJSII0 AKOCTI He BiAMNoBiAaloTb OUiKyBaHUM 3HaYEHHAM
abo pianasoHy, BU3HaueHoMmy B fabopaTopii monpw ycniwHy npoueaypy
KanibpyBaHHA, He pPeeCcTpynTe pe3ynbTaTi. Y TakoMy BUMaAKY Chifj BUKOHATH
HacTynHi air:
. nepesipuTK, YN He 3aKiHYMBCA TePMiH NPUAATHOCTI peareHTiB.
. nepesiputy, unM Oyno MpoBefeHO  HeoOXifHe  TexHiyHe
obcnyroByBaHHA.
. nepeKkoHaTucA, WO npouedypa Oyna BMKOHaHa BiAMOBIAHO A0
iHCTPYKLUIii AnA 3aCTOCYyBaHHA.



. 3BEPHYTNCA 3a JOMOMOrOI A0 BigAiny TexHiYHOro 06c/yroByBaHHA
abo guctpub'totTopa.

PEQEPEHCHI BE/INYUHWN * 782

mr/an (mg/dl) Mmosib/n (mmol/l)
cnpoBatka/nnasma’®’ 70-99 3.9-55
CMP* 40-70 22-39

KoxHiln nabopaTopii pekoMeHAYeTbCs PO3pobWTM CBOI  BRACHI
XapaKTepHi AnA 06CTexyBaHOro KOHTUHIEHTY.

KoxHiln nabopatopii pekomeHAYeTbCs BCTAaHOBMOBATU BrlacHi pedepeHTHi
fAianasoHn pna micuesoi nonynAuii i npuHUMN metogdy. OnAa NpuAHATTA
KNiHIYHUX pilleHb pe3ynbTaTy aHanisy cnif BUKOPUCTOBYBATM Pa3oM 3 iHWIMMU
JaHVMK, TaKUMM SIK CUMNTOMM, pe3yfbTaTu iHLWKX aHani3iB Ta icTopis xBopoou.
He pekomeHAay€eTbCA CTaBUTK KAIHIYHUI AiarHO3 Ha OCHOBI OAHOrO pesynbTaTy.

HOpMMU,

POBOYI XAPAKTEPUCTUKU

Li meTponoriuHi xapaktepuctvku Oynm OTpUMaHi 3a  [AOMOMOroio
aBTOMaTMUHMX aHanizatopis Biolis 30i Ta/abo BS-400. Y BMnaaKy npoBefeHHs
aHani3y Ha iHWoMy aHanizatopi abo Bpy4YHY OTPMMaHi pe3ynbTaT MOXYTb
BiApi3HATNCA.

. LoB (Mexa 6naHKy):
0.0 mr/pn (mg/dl) (0.00 mmonb/n (mmol/l)) - BS-400

L] LoD (Mexa BusBneHHa):
0.3 mr/pn (mg/dl) (0.17 mmonb/n (mmol/l)) - BS-400

L] LoQ (Mexa KinbKicCHOro BUABNeHHA):
6.0 mr/pn (mg/dl) (0.33 mmonb/n (mmol/l)) - Biolis 30i

. JNiHilHicTb:
1o 600 mr/an (mg/dl) (33.3 mmonb/n (mmol/1)) - Biolis 30i

Mpwn 6inbw BUCOKIN KOHUEHTpauii po3baBTe 3pa3ok 0.9% NaCl i nosTopiTb
aHani3. [loMHoXTe pe3ynbTaT Ha KoedilieHT po3BeAeHHs.

. [liana3oH BumiploBaHHA:
6.0 mr/gn (mg/dl) (0.33 mmonb/n) (mmol/l) - 600 mr/gn (mg/dl) (33.3 mmonb/n)
(mmol/l)

. Cneundiunictb/IHTepdepeHuin

a) 3pa3Km 3 HN3bKOIO KOHLIEHTPALLi€l0 M1I0KO31

KoHueHTpauii remornobiHy go 0,63 r/an (g/dl), ackopbaty go 62 mr/n (mg/l),
6inipy6iHy po 20 mr/gn (mg/dl) i Tpurniuepuais go 500 mr/gn (mg/dl) He
BM/IMBaOTb Ha PE3YNbTaTh TECTYBaHHS.

b) 3pa3ku 3 BUCOKOIO KOHLIEHTPaLLi€l0 rMIOKO3M

KoHueHTpauii remorno6iHy go 2.50 r/gn (g/dl), ackop6aty go 62 mr/n (mg/l),
6inipy6iHy go 20 mr/gn (mg/dl) i Tpurniuepugis go 1000 mr/pn (mg/dl) He
BM/IMBAIOTb Ha PE3YNbTaTh TECTYBaHHS.

. Tounictb (Biolis30i)

MoBTOpIOBaHiCTbL CepepiHe SD v
(Mix cepiamm) n = 20 [mr/gn (mg/dl)] [mr/on (mg/dl)] [%]
PiBeHb 1 86.6 0.45 0.5
PiBeHb 2 293.6 2.38 0.8
BiaTBOplOBaHicTL CepenHe SD (@Y
(Mi>k gHsAMM) n = 80 [mr/gn (mg/dl)] [mr/gn (mg/dl)] [%]
PiBeHb 1 87.8 2.23 2.5
PiBeHb 2 291.6 5.32 1.8

[Tepernagay Argpivi Tpukiwa

] MopiBHAHHA MeTOAIB

MopiBHAHHA Mi>XK 3HaYEHHAMM FIIOKO3U, BU3HAaUYEHVMY Ha aHanizaTopax Biolis
30i (y) Ta Ha SIEMENS ADVIA 1800 (x), 3 BUKOpUCTaHHAM 59 3pa3KiB niasmu
[ano Taki pesynbratu:

y =1.0133 x - 0.1086 mr/an (mg/dl);

R=0.999 (R keediuieHT KopensLii)

MopiBHAHHA MiX 3HaUEHHAMM [MIOKO3M, BU3HAYeHMU Ha aHanizaTopax Biolis
30i (y) Ta SIEMENS ADVIA 1800 (x), 3 BUKOPUCTaHHAM 56 3paskiB cpoBaTKH,
[ano HacTyrHi pe3ynbTaTu:

y =1.0559 x - 1.8604 mr/pn (mg/dl);

R =1.000 (R - KoediuieHT kopenauii)

MopiBHAHHA MiX 3HaYEHHAMM IMIOKO3M, BU3HaYeHMM Ha aHanizaTopax Biolis
30i (y) ta BECKMAN COULTER AU680 (x) 3 BukopuctaHHam 30 3paskis PMR,
[lano HacTynHi pe3ynbTatu:

y =1.02 x + 0.4699 mr/an (mg/dl);

R=0.992 (R - KoediuieHT kKopenauii)

YTUNI3ALA BIAXOAIB™

MicnA BUKOPWCTaHHA 3 peareHTamu CNig NOBOAUTUCA AK 3 MOTEHUiNHO
iHbeKUinHMMN | yTUNi3yBaTW iX BiANOBIAHO A0 MiCLIEBUX 3aKOHOAABYMX BUMOT.

. 3anuwkosi peareHTun: 18 01 07
. MopoxHi ynakosku: 1501 02
. CriyHi BOoaW 3 aHanizatopa: 18 01 03*

IHUWAEHTY"

Mpo 6yab-AKWI Cepio3HUiA IHUMAEHT i3 MPUCTPOEM HEOOXigHO MOoBIAOMUTU
BMPOOHMKY (agpeca Beb-calTy: incidents@cormay.pl) Ta KomneTeHTHUM
opraHam fep)KaBu, B AKili 3apeECTPOBaHUI KOPUCTyBay Ta/abo naLjieHT.
Cepiio3HUI iHUMAEHT O3Ha4yae OyAb-AKUA HUUAEHT, AKUA NPAMO uu
ornocepenKoBaHO MPU3BiB, Mir NPU3BECTM abo MoXe NPU3BECTU A0 OyAb-4Oro
3 HaBe[IEHOT O HUXYe:

. CMepTb NaLieHTa, KopMcTyBaya abo iHWoi ocobw,

. TUMyYacoBe abo MOCTiiHe Cepiio3He MOTipLIeHHA CTaHy 3[0pPOB'A

naui€eHTa, KoprcTyBaya abo iHLWoi ocobw,
. cepiio3Ha 3arposa A/1A 3[0POB'A HaCeNeHHs.
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