Kamanoe. N°: DT1028

Kar. Ne:
D03114B
D96226
D96227
D00632
D00637
D71911
D0426917
DA0828
DT1028
DK0727
DE1828
DB203221

FNIOKO3A, TEKCOKIHA3A

Glucose, Hexokinase

Jlama sunycky iHcmpykuii: 2020/01/16

Bepcis 05

OCHOB0I0 _npu__nNposedeHHi _aHanizy € opueiHan _iHcmpykuii

aHenilicbkor Mogoto, 8kiadeHol 8 Habip. Homep i dama _sepcii

opuziHany ma nepeknady iHCmpykuii Nno8uHHi cnisnadamu.

Po3mip HaGopy
1x1.25n
5x100 mn
5x50 mn
5x25mn
5x10mn
5x50 mn
5x62.5mn
5x50 mn
4x62.5mn
5x50 mn
8x62,5mMn
4x62,5mn

Bmicr
1x1nR1+1x250mnR2

4x 100 mn R1 + 1 x 100 mn R2
4 x50 mn R1+1x50mnR2
4x25mnR1+1x 25mnR2
4x10mnR1 +1x10mnR2
5x40 mn R1 +2x 25 mn R2
4x62.5mnR1+ 1x62.5mn R2
5x40mn R1+5x 10 mn R2
4x37,5mMnR1+4x12,5mnR2
4 x50 mnR1 +1x50mnR2

8 x50 M R1+8x 12,5 mn R2
4x50MnR1 +4x12,5mnR2

Mg 2* 4 mmonb/n

ATP 2.1 mmonb/n
NAD 2.1 mmonb/n
PeareHT 2:

Mg 2* 4 mmonb/n
lekcokiHa3a (HK) >7.5kO0/n
Inioko3a-6-pocdat agerigporiHasza >7.5k0/n

(G6P-DH)

HEOBXIAHI MATEPIANN, AKI HE MOCTAYAIOTbCA
. po3unH NaCl (9 r/gn)

MIArOTOBKA PEATEHTY

BuxigHuii cy6cTpar:

PeareHTV roToBi 4O BUKOPUCTaHHS.

BuxigHui 3pasok:

3miwanTte 4 yacTuHu PeareHTy 13 1 yacTuHolo PeareHTy 2.
(=Pobounin PeareHT)

CTABUIbHICTb | 3BEPIFAHHA

YmoBu: 3axuwaTw Bif cBiTNa
3aKpvBaTyh ofpasy NicnAa BUKOPUCTAHHA.
YHUKaTW 3ab6pyaHEHHA
He 3amopoxyBaTtu peareHT

Cy6cTpar Craprt:

36epiraHHs: npun2-8°C

CrabinbHicTb: [0 3aKiHYeHHA TepMiHy NpuaaTHOCTI

AonaTKoBO NPONOHYIOTbCA:

D95223 Tx3mn CraHaapT roKosmn

D98485 5x3mn Kani6patop Diacal Auto
D98485SV 1x3mn Kanibpatop Diacal Auto

D98481 12x5mn KoHTponb Hopma Diacon N

D14481 5 x5mn KoHTponb Hopma Diacon N
D98481SV 1x5mn KoHTponb Hopma Diacon N

D98482 12x5mn KoHTponb natonoris Diacon P

D14482 5x5mn KoHTponb natonoria Diacon P
D98482SV 1x5mn KoHTponb natonoria Diacon P

D08581 12x5mn CevoBuHa KoHTp. HOpMa Diacon Urine Level 1
D08581SV Tx5mn CeyoBuHa KoHTp. HOpMa Diacon Urine Level 1
D08582 12x5mn CevoBuHa KoHTp. natonoria Diacon Urine Level 2
D08582SV 1x5mn CeyosuHa KoHTp. natonoris Diacon Urine Level 2

TinbKu ana npodeciliHoro BUKopncTaHHA B in vitro giarHocTuui.

3ATAJIbHA IHOOPMALIA

MeTopa: YO, KiHLeBOi TOUKW, 3pOoCTatoyoi peakLii,
lekcokiHaza

TepmiH 36epiraHHa: 24 micaui

36epiraHHs: 2-8°C

[loBXunHa xBuni: 340 Hm, Hg 334 Hm, Hg 365 Hm

Temnepatypa: 20-25°C,37°C

3pasok: CnpoBaTka, Nna3ma, ceva

NMPU3HAYEHHA

[iarHoCTMYHWIA peareHTV [fA KiNbKICHOrO in Vitro BU3HaUYeHHA rNoKo3n Yy
TIOACBKI CMpoBaTLi, NNasmi abo ceui noavHY Ha GOTOMETPUYHIMX CUCTEMAX.

RIATHOCTUYHE 3HAYEHHA

BuMiptoBaHHA KOHLEHTpaLii FoKo3U B CMpoBaTLi abo nia3mi rofloBHYM YMHOM
BMKOPUCTOBYETbCA ANA [LiarHOCTMKM Ta MOHITOPUHIY JiKyBaHHA LIYKPOBOIo
niabeTy. IHwi chepmn 3acToCyBaHHA - BUABNEHHA MiNOrNikKemii HOBOHaPOIKEHNIX,
BUKITIOYEHHA OCTPIBLIB PAaKOBMX KMITUH MiALIYHKOBOI 3a503M, a TaKoXK OLiHKa

BYrNIEBOAHOIO O6MiHY MPU Pi3HKX 3aXBOPIOBAHHSAX.

APUHLUUN TECTY
BE
—_
Glucose + ATP Glucose-6-Phosphate + ADP

GEF=-0H
Glucose-6-Phosphate + NAD* Gluconate-6-P + NADH + H*

CKNAA PEATEHTIB
KOMMOHEHTU
PeareHT 1:

Tpwuc Bydep, pH 7.8

KOHLEEHTPALLIT

100 mmonb/n

3pasok Ctapt ( Po6ounii PeareHT):

CrabinbHicTb:

3 micadi
3 TUXKHI

npn2-8°C
npu 15-25°C

Po6ounin peareHT nNOTPiOHO 3axumwwaTh Big cBiTna!

MONEPEAMEHHA TA 3ACTEPEXKEHHA

1.

PeareHTV MicTATb a3mg HaTpilo (0.95 r/n) B AKOCTi KOHCepBaHTy. He
KoBTaTu! YHMKalTe KOHTaKTY 3i WKipOlo Ta CIM30BMMM 06O0STIOHKAMU.

2. PeareHT 2 MiCTUTb MaTepian TBAPUHHOrO NoxoaKeHHA. MNoeoauTuca 3
[aHUM NPOAYKTOM K 3 MOTEHLINHO iHGEeKUiNnHUM 3rigHO 3arasibHUX
3ano6i>KHNX 3aX0AiB Ta HaNeXHoI NabopPaTOPHOT NPAKTUKMU.

3. Y pyxe pigKicHUX BUMNagKax, 3pa3ku XBOPWX 3 raMonaTi€Eld MOXyTb
npuBeCTX A0 NOMUIIKOBUX pe3ynbTaTiB.

4. Bypb nacka, 3BepHiTbCA O MacnopTy Mo TexHiui 6esnekn i Bxuite
HeobXiAHMX 3aX0AiB AN1A BUKOPUCTaHHSA N1abopaToOPHUX peareHTiB.

5. [OnAa piarHOCTMYHWX Uinewn, pe3ynbTaTu CNif 3aBXAW OLiHIOBaTW 3a
AAHVMU iCTOPIi NauieHTa, KNiHIYHMMK AOCAIAXKEHHAMW Ta iHWUMK
[aHMU.

6.  Tinbku ana npodeciiHoro BrukopmcrtaHHaA!

CTABUIbHICTb | 3BEPIFAHHA 3PA3KA

[Ana cnpoBaTKu/nnasmu: BifokpemTe KITMHHWIA BMICT LWOHaliMeHLue, yepes 1
roAvHy nicns 36opy Kposi.

CrabinbHicTb y nnasmi nicnA [oAaBaHHA TNiKOAITUYHOTO iHriGiTopy (dpTopug,
MOHolofaueTaT, MaHo3)[3]:

Mpn 20 - 25 °C 2 pHi

Mpn4-8°C
Mpwn -20 °C

7 pHiB
1 neHb

CrabinbHicTb y cmpoBaTui (BigoKpemneHa Big KNiTMHHOMO BMIiCTY, 6€3 remonisy)
6e3 foaaBaHHsA rMiKONITUYHOrO iHriGiTopy [2,4]:

Mpwn 25 °C 8 rogvH
Mpn 4-8°C 72 rognHn
CrabinbHicTb y cevi [3]:

Mpn 20 -25°C 2 rogviHn
Mpn 4-8°C 2 roaviHn

3amoporKyBaTy TiNlbKu ofgnH pas!
YTunisysatu 3a6pyaHeHi 3pasku!

PYYHA NMPOLIEAYPA TECTYBAHHA
[loBecTw BCi peareHTU Ta 3pa3ku A0 KIMHATHOI TemnepaTypu.

Cy6crpar Crapt

MineTynTe B NpobipKy KoHTponb Crana./Kan. 3pa3ok
PeareHT 1 1000 mKkn 1000 mKkn 1000 mKn
3pasok - - 10 MKn
CraHnpapt/Kanibpatop - 10 MKn -
Ouct. Boga 10 MKN - -




MepewmiwaiTe. IHKy6yIiTe npotarom 1-5 x8 npw 20 — 25 °C/37 °C . Bumipante
abcopbuio A1, noTtim gofaviTe:

PeareHT 2: | 250 MKn | 250 mkn | 250 mkn

MepemiwaiiTe. IHKy6yWiTe 5 xB. npy 37 °C abo 10 xB npu 20 - 25 °C. BumipanTte
abcopbuito A2 3paska i cTaHAapTy NPoTW 6naHK-peareHTy NPOTArom 30 XBUSIWH.
O6uncnite: AA = (A2 - A1)

AKLLO 3HaUYeHHA NepeBULLYIOTb Ui Aiana3oHu, TO 3pa3Kkn CMpPOoBaTKK i Mnasmu cnif
po36aBuTn 142 posurHom NaCl (9r/n) i pe3ynbTaT MOMHOXUTY Ha 3, 3pa3ku ceui
cnip po36asuTn 1+10 ANCTUNBOBAHOIO BOAOIO i PE3YNbTATU MOMHOXNTM Ha 11.

YYTJINBICTb/MEXXA BUABJIEHHA
HwxHA MeXka BUABNEHHA cTaHoBUTb 1 Mr/gn (0,06 mmonb/n).

3pasok Crapt

MineTyiiTe B Npobipky KoHTponb Crang./Kan. 3pasok TOYHICTb (npu 37°C)

Pobounin peareHT 1000 mkn 1000 mkn 1000 mKn B TecTi, n=20 CepepHe [mr/an] CB [mr/an] KB [%]
3pasok - - 10 mKkn 3pasok 1 65.7 1.35 2.11
CraHpapt/kanibpatop - 10 MKn - 3pasok 2 121 254 2.11
Avcr. Bopa 10 mkn - - 3pazok 3 298 6.57 2.21
3miwarnte. IHKybyinTe 5 xB npu 37 °C abo 10 xB npu 20 - 25 °C. BumipanTte

abcopbuito 3paska i cTaHAapTy NPoTH 6aHK-peareHTy NPoTArom 30 XBUIVH. VT p—r Cepeane mr/an] B /] KB %]
ABTOMaTM3auLin 3pasok 1 91.0 0.86 0.94
CneuianbHi NPUCTOCYBaHHA ANA aBTOMAaTW30BaHWX aHani3aTopiB MOXyTb 6GyTu 3pasok 2 117 1.07 0.91
3pobneHi 3a 3annTom. 3pa3ok 3 290 2.28 0.79

IHTEPMPETALIA PE3YJIbTATIB

3i CranpgapTom a6o Kani6paTtopom:

I'mioko3a (mr/pn) = AA 3paska /AA Cta/Kan x KoHu. Cta/Kan (mr/gn)
I3 ®akTopom: (cBiTNoBa fopikKa 1 cm)

Inioko3a = AA 3pa3ka x QakTop

®dakropu:

Crapr cy6eTpary: [mr/pn] [Mmmonb/n]
QakTop npu 340 HM 361 20.0
@akTop npu 334 UM 367 20.5
@akTop Npu 365 HM 667 37.1
Craprt 3paska:

QakTop npu 340 HM 289 16.0
@akTop npu 334 UM 294 16.4
®akTop Npu 365 HM 535 29.7

OpanHWL KOHBepCiT
nioko3a [mr/an] x 0.05551 = Mioko3a [mmonb/n]

KOHTPOJ1b AKOCTI TA KAJIIBPYBAHHA

Mo>KHa BMKOPWCTOBYBATW YCi KOHTPOJbHI CUPOBATKMN 3i 3HAYEHHAMW [IOKO3Y,
BM3HAYeHUMU 3a JOMOMOTOI0 LibOro MeTOAY.

PekomeHpyemo KoHTponi cupoBaTku Dialab Diacon N (KoHTponb crpoBaTKu 3i
3HaYeHHAMMN Yy HOopManbHOMy fiana3oHi) i Diacon P (KoHTponb cupoBaTku 3i
3HauYeHHAMM Y NaTosIoriYHOMY Aiana3oHi), a Takox KoHTponi ceui Dialab Diacon
Ceya PiBeHb 1 (KOHTpoOsb ceui HopmanbHui) i PiBeHb 2 (KOHTpOsb ceui
naTonoriyHunn).

Kani6pyBaHHA

[ns kanibpyBaHHA MOXHa BUKOPWUCTOBYBATU CTaHAAPT rMioKo3n abo Kanibpatop.
Mwu pekomeHayemo Dialab Cranpapt Mniokoswm i Dialab 6arato kanibpyBanbHy
cupoBaTky Diacal Auto.

3HaueHHa Kanibpatopa Diacal Auto 6yno nNpoOCTEXEHO 33 [OMOMOro
eTaNloHHOro MeTody rasoxpomatorpadii - Mmac-cnekTpomeTpii i30TonHoro
po3basneHHs (GC-IDMS).

CTAHAOAPT

(MoTpibHO 3amMOBNATY OKPEMO)

KoHueHTpauis 100 mr/gn (5.55 mmonb/n)
36epiraHHs: 2-25°C

CrabinbHicTb: [0 3aKiHYeHHA TepMiHY NPUAATHOCTI
3akpuBaTun oapasy nicna BUKOpPUCTaHHA!

3axumwaTu Bif cBiTha.

POBOYI XAPAKTEPUCTUKU

JUHIAHICTb, JIAMTA30H BUMIPIOBAHHSA

Tect 6yB po3pobneHUi i Ans BU3HAUEHHA KOHLUEHTPaLil rioKo3n B fAianasoHi
BUMIipIOBaHHA Big 2 — 900 mr/an (0.1 = 50 mmonb/n) npu 365 HM, BiANOBIAHO B
Mexax BUMiptoBaHHs Big 2 — 500 mr/gn (0.1 - 500 mr/an) npu 334/340 Hm.

CMEYN®IYHICTb/IHTEP®EPEHLIT
Hemae iHTepdepeHuii go:

AckopbiHoBa KucnoTa 30 mr/an
Binipy6iH 40 mr/pn
Femorno6iH 500 mr/pn
Tpwrniuepuan 2000 mr/gn

npw po6orTi 3i cTapT-cybcTpaTOMm.

[Ona oTpumaHHA popaTkoBoi iHPopMauii npo
3BepHiTbca go Young DS [5].

iHTepdepeHuilo  peyoBUH

MOPIBHAHHA METOAIIB

MopisHAHHA mix Dialab Glucose Hexokinase (y) i komepLiiHO JOCTYNHMM TeCTOM
(x) 3 BUKOpUCTaHHAM 73 3pa3kiB fano HacTynHi pesynbtatu:y = 1,00 x + 0,00 mr /
on; r=0,998.

BIACTEXXYBAHICTb
Llen meTop BifcTexyeTbcAa BignosigHo ao ID-MS.

OYIKYBAHI 3HAYEHHA [1]*

HoBoHapopgxeHi: mr/gn MMonb/n
Kpos nynosuxmn 63-158 35-88
1 roanHa 36-99 20-55
2 roanHn 36-89 22-49
5-14ropuH 34-77 1.9-43
10 - 28 rogvH 46 - 81 26-45
44 - 52 rogvH 48-79 27-44
Aitn (HaTwecepue):

1 -6 pokis 74-127 41-7.0
7 - 19 pokis 70-106 39-59
[opocni (HaTwecepue):

Cuposatka/nnasma 70-115 39-64
Ceva: < 15 mr/an (0.84 mmonb/n)

(3HaYeHHA Ha OCHOBI cepefHbOI KinbKocTi cevi 1350 mn/geHb)
* KoxxHa nabopaTtopisi NOBUHHa NepeBipuTU YN MOXHa BIBHOCUTU CBOIX NALEHTIB A0 LIbOrO
pedepeHcHOro fianasoHy i BUSHaUMTI BNACHWI fjiana3oH AKLWO NOTPi6HO.

OBMEEHHA

e  (CrapT-3pa3ok  pekOMeHAYyeTbCA  3acTOCOBYyBaTM  fiMwe  AnAa
aHani3aTopiB 3 KOpeKUi€lo OnaHk-3paska (Hanpuknag, LWAsxom
6iXpOMaTUYHOrO  BUMIPIOBaHHA). 3pa3kyM 4YacTo AEeMOHCTPYIOTb
BiHOCHO BMCOKi abcopbLii Npu BUMIpIOBaHHI JOBXMHMN XBUb, AKi, AK
npaBuno, MOKasylTb XUOHO BWCOKI 3HAuYeHHA [MKO3W Nif yac
po60TU 3i CTapT-3pa3KoM.

. [aHi KoediluieHTM O6UMCNEHHA He MOXHa BUKOPWCTOBYBAaTU ANs
6iXpOMaTUYHUX BUMiPIOBaHb.

NOBOAXKEHHA 3 BIAXOAAMU
BignosigHo [0 MicLEBUX 3aKOHHUX BUMOT.




I BUPOBHUK
Hiana6b GmbH
BupobHUYMBo ma npoodx Ximiko-mexHidHoi
npodykyii ma nabopamopHux npunadie 8 I3
HOE-3100, XoH0acmpac, 060xekm M55, 2351
BiHep-Hotioopg
Ten.: +43 (0) 2236 660910-0,
Dakc: +43 (0) 2236 660910-30,
e-mail: office@dialab.at

oIAMEB )

YOBHOBAXXEHWUI NMPEACTABHUK

TOB «/JIAMEB TPEV[]»
8yn. CumoHa lNemnropu, 25
M. leaHo-OpaHkiecek, 76014
men.: +38(0342) 775 122
hakc: +38(0342) 775 123
e-mail: info@diameb.ua
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