KPEATUHIH, moa. AODE

Creatinine, mod. Jaffe

Kamanoe. N°: DK0722 Jlama sunycky incmpykuii: 25-05-2020

Bepcia: 10

OcHOB0I Npu NpoB8edeHHi aHanizy € opueiHan iHcmpykuil
' aHeniticbkolo Mo8oto, 8kaadeHoi 8 Habip. Homep i dama sepcii
opuziHanay ma nepeknady iHCmpykuii No8uHHI cnisnadamu.

Kar. N2 Po3mip Ha6opy KoHdirypauis

D03111B 1x1.25n 1x1nR1+1x0.25nR2
D95595 5x 100 mn 4x100mn R1+1x 100 mn R2
D00616 5x50 mn 4 x50 mn R1 + 1x 50 mn R2
D00617 5x25mn 4x25mnR1 +1x 25 mnR2
D00618 5x 10 mn 4x10mnR1 +1x10mnR2
D66911 10 x50 mn 10 x40 mn R1 + 4 x 25 mn R2
D0422917 5x62.5mn 4x62.5mnR1+1x62.5mnR2
DA0823 5x50 mn 5x40mnR1+5x 10 mn R2
DT1023 4x62.5mn 4x50mnR1 +4x12.5mn R2
DK0722 5x50 mn 4x50mnR1 +1x50mnR2
DE1823 4x62.5mn 4x50mnR1 +1x12.5mnR2
DB20317 4x62.5mn 4x50mnR1 +1x12.5mnR2

JlopaTKkoBO NPOMOHYETLCA:

D94592 1x3mn CraHpapT KpeaTuHiHy

D98485 5x3mn Kanibpatop Diacal auto
D984855V 1x3mn Kani6patop Diacal auto

D98481 12x5mn KoHTponb Hopma Diacon N

D14481 5x5mn KoHTponb Hopma Diacon N

D98481SV 1x5mn KoHTponb Hopma Diacon N

D98482 12x5mn KoHTponb natonoria Diacon P

D14482 5x5mn KoHTponb natonoria Diacon P

D98482sV 1x5mn KoHTponb natonoria Diacon P

D08581 12x5mn CeyoBuit KOHTPONb HOPMa Diacon Urine PiseHb 1
D08581SV 1x5mn CeyoBuit KOHTPONb HOPMa Diacon Urine PiseHb 1
D08582 12x5mn CeyoBuii KOHTPONb NaToNoria Diacon Urine PiseHb 2
D08582SV 1x5mn CeyoBuii KOHTPONb NaToNOria Diacon Urine PiseHb 2

Tinbkun gna npodeciiiHoro BUKopucTaHHA y in vitro pgiarHocTuui.

3ArAJIbHA IHOOPMALIA

MeTtoa: KonopumeTpuunui, «<mod. Jaffex, 2-
TOUYKOBUI KiIHETUYHWIA, 3pOCTaOYOl peakLii

TepmiH 36epiraHHa: 24 micaui

36epiraHHa: 2-25°C

JoBXuHa xsuni: Hg 492 Hm (490 HM — 510 HMm)

Temnepartypa: 20-25°C/37°C
Bsipeub: CupoBaTKa, renapuvHoBa nnasma, ceya
MPU3HAYEHHA

[liarHOCTMYHWIN peareHT ANA KifbKiCHOro in Vitro BU3HaUYeHHA KpeaTuHIHY y
TIIOACHKIN cpoBaTui, NNasmi abo ceyi Ha GOTOMETPUYHMX CUCTEMAX.

DIATHOCTUYHE 3HAYEHHA

KpeaTuHiH - Ue BiAXiAHWI NPOAYKT, AKNIN BUBOAUTLCA HUPKAMK, NepeBaKHO
WwnAxXom KnyboukoBoi oinbTpauii. KoHuUeHTpauia KpeaTuHiHY B nnasmi
3040pPOBOI NIOANHM AOCUTb MNOCTINHA i He 3anexuTb Big NpuUAOMYy BOAW,
}i3NYHMX HaBaHTaXKeHb Ta LWBUAKOCTI BMPOOGNEHHA ceui. Tomy, nigBuLLeHi
3HaYeHHA KpeaTWHiHY y nnasmi 3aBXAW BKa3yloTb Ha 3HWXEHHA BUAINEHHS,
TO6TO nopyLeHHA GYHKLUIT HUPOK. KnipeHc KpeaTUHIHY Hafa€e AOCUTb XopoLly
OLiHKY WBuAKocTi KnyboukoBoi oinbTpauii (LKD), wo po3sonse Kpale
BMABMTM 3aXBOPIOBAHHA HMPOK Ta KOHTponioBaTh iX OyHKUil. OnA uboro
KpeaTuHiH BUMIPIOETbCA OJHOYACHO B CMPOBATLi Ta ceui, AKi 3ibpaHi npoTtarom
BM3HaAYeHOro nepioay vacy.

NPUHLUUMN TECTY

KpeaTuHiH yTBOPIOE KONbOPOBUIA OPaHXXEBO-YEPBOHMIN KOMMAEKC Y PO3YMHI
NY>KHOTO MikpaTy. Pi3HMLA B NOrAMHaHHI y BCTAaHOBIEHWI Yac NPOTAroM
KOHBepCii NponopLinHa KOHLUeHTPaLil KpeaTuHiHY Y 3pasKy.

KpeaTuHiH + MikpnHoBa Kncnota ———> KOMMIEKC KpeaTUHiH-MiKpaT

CKNAA PEATEHTIB

(KOMMOHEHTU KOHLEEHTPALIII
PearenT 1

Fippokcmp HaTpito 0.2 monb/n
PeareHT 2

MNikpuHoBa K1cnota 20 mmonb/n

HEOBXIOHE OBJIAAHAHHA, AKE HE HAAAETbCA
. Po3uun NaCl (9 r/n).
. KniHiyHU®” ximiyHW1 aHanisaTop.

NIArOTOBKA PEATEHTIB
Cy6cTpar cTapT:
PeareHT roToBi 0 3acTOCYBaHHs.

3pasoK crapt:
3miwatn 4 yactuHm PearenTy 13 1 yactuHoto PeareHTy 2.
(=Pob6ounin PeareHT).

CTABUIbHICTb | 3BBEPIFAHHA

YmoBu: 3axuwaTu Big cBitna!
3akpuTtu ofpasy nicna
BMKOPUCTaHHSA.
PeareHTn He 3amopoxyBaTu!
YHVKaTV 3a6pyfHEHHS.

Cy6cTpart cTapT:

36epiraHHa: npu2-25°C

CrabinbHicTb: [0 3aKiHYeHHA TepMiHY
npuaaTHOCTI

3pa3ok crapT (Po6ouunii peareHT):

CrabinbHicTb: npmn 15 -25°C 5 roguH

NONEPEAKEHHA TA 3ACTEPEXKEHHA
1.  PeareHT 1: 3acTepexeHHs
@ H290: Moxe BMKNMKaTN KOPO3ito MeTanis.

H315: Buknunkae nogpasHeHHsA WKipw.
H319: Buknukae cnnbHe nogpasHeHHA oYen.
P234: 36epiraTu TinbKu B opuriHanbHiiA ynakosLi.
P264: Nicna 06pobku, peTenbHO MATK PYKK Ta 06anyyA.
P280: OparaTtn 3axmCHi pykaBuLi/3aX1MCHUI ofaAr/3axucT ana
oyen.
P302+P352: NPV MOMNAJAHHI HA LLKIPY: npoMuTy BENMKO
KinbKicTio Bogu/muna.
P332 + P313: MNpun BUHUKHEHHI NOAPAa3HEHb: 3BEPHYTUCH 3a
[IOMOMOroto Ao fikaps.
P305+P351+P338: MPW TMOMAJAHHI B OYl: npotarom
KiNbKOX XBWIMH NPOMONOCKaTU BOAOIK. AKWO € - BUAHATU
KOHTaKTHi NiH3u. [IpOAOBXNTN MPOMMBAHHA.
P337+P313: AKWO noppa3HeHHA ouyell He npPoXoAuUTb:
3BEPHITbCA 3a JOMOMOroo A0 Nikaps.
P390: abcopbyBaTty BUTIK, WO6 3anobirtm martepianbHin
wKopi.

2. PeareHT 2: 3acTepexeHHs

H290: Moxe BUKNnKaTy KOpo3ito meTanis.

P234: 36epiraTu TinbKn B OpuriHanbHiiA ynakosLi.
P280: OparaTn 3axMCHi pyKaBuLi/3aXMCHUI ofAr/3axucT ana

oyen.
P390: abcopbysat BWTIK, W06 3anobirTy MaTepianbHiii
wKogi.

3. BucoKi KoHUeHTpauii roMOreHTM3oBOI KWCNOTW Yy 3pa3kax ceui

NPY3BOAATb A0 MOMUIIKOBUX Pe3ynbTaTiB.

4. Y pyxe pigKiCHUX BMMNagkax 3pasku MauieHTiB 3 ramonaTielo MOXyTb
[laBaTu HenpaBAUBI pe3ynbTaTu.

5. JlikyBaHHA enbTpombonarom npu3BOAUTb [0 XUOGHO HU3bKMX abo
BUCOKUX pe3ynbTaTiB y 3pa3kax NaLjieHTiB.

6.  [uBiTbcAa nacnopT 6e3nekn XiMIYHOI PevyoBUHM Ta AOTPUMYIATECA
HeobXiAHMX BUMOT Mif YaC BUKOPUCTAHHA 1abopaTOPHUX peareHTiB.

7. [na piarHOCTUYHKX Linew, pe3ynbTaTy Cnif 3aBxaun ouiHoBaT 6epyumn
[0 yBarn icTopilo XBOpoOM MauieHTa, KAiHIYHI ornAaaM Ta iHWi
pe3ynbTaTu.

8.  Tinbky ana npodecinHOro BUKOPUCTaHHA.

CTABUIbHICTb | 3BEPIFAHHA 3PA3KIB

MpurotyBaHHsA 3pa3ka (Ceyva): Po3Bectu cevy 1 + 49 AUCTUNBOBAHO BOAOHO.
PesynbTat noMHOXuUTK Ha 50. (CeyoBi koHTponi Diacon Urine cnig po3soantn
TaK camMo, K 3pa3Ku nauieHTa).

CrabinbHicTb:

Y cupoBartui/ nnasmi: npwm 4-25 °C 7 OHiB

npn -20 °C MiHIMyM 3 micaui
Y ceui: npwu 20-25 °C 2 AHi

npu 4-8 °C 6 oHiB

npm -20 °C 6 micAuis

3aMopoXKyBaTU TiNbKy OAVH pa3! YTunisyBaTu 3a6pyaHeHi B3ipLi.

CTAHAAPT
( He BXOAUTb A0 HabOPY; 3aMOBNAETLCA OKPEMO)
KoHueHTpauis: 2 mr/pn (177 mkmonb/n)



2-25°C
[lo 3aKiHYeHHA TepMiHy NpMAaTHOCTI
3aKpuUT HeramHo nicna BuKopucTaHHa! He

36epiraHHs:
CTabinbHicTb:
3axuwatn Big ciTna!

3amopoxyBsatu!

NMPOLEAYPA TECTY

MpunBecTn peareHT Ta 3pa3Kkm A0 KIMHaTHOI TemnepaTtypu.

Cy6cTpar cTapT

MinetyBaTn B TeCcToBi bnaHk Crang./Kan. 3pasok
npobipku:

PeareHT 1 1000 mkn 1000 mKn 1000 MKkn
3paszok - - 50 MKn
CraHp./Kani6p. - 50 MKn -
Onct. Bopa 50 mKn - -
Mepemiwatn. IHKybyBaTV Ha NpoTA3i 0-5 xBunuH. MoTim goaaTtn:

PeareHT 2 250 mKn | 250 mKn | 250 mKn

Mepemiwatn. IHKYO6yBaTM Ha nMpoTAsi 1 XBUAMHW. BumipATW winbHicTb Al
npotun PeareHTy bnaHk. [HKy6yBaTh Ha NPOTA3i 2 XBUAWH i 3UMTaTK WiNbHICTb
A2 npotn PeareHty bBnank. MigpaxyBatu: AA = (A2-Al) 3pa3ka abo
cTaHpapTy/KanibpaTopa.

KoxHa nabopaTopis NoBMHHa BUKOHATV KOperytoui fii y BUNaaKy BigXuneHHs
Y BifHOBJIEHHI KOHTPOIO.

Kani6pyBaHHs

B aHanisi noTpi6HO BMKOPWCTOBYBATM CTaHZAPT abo KanibpaTop KpeaTuHiHy.

PekomeHgyemo

Dialab CraHpgapTt

KpeaTuHiHy Ta Dialab

MynbTuKanibpysanbHy cuposaTky Diacal Auto.

POBOYI XAPAKTEPUCTUKU
JUHIAHICTb/AIANA30OH BUMIPIOBAHHA
Tect po3pobneHun Ans BU3HAUYeHHs KOHUeHTpaUii KpeaTuHiHy B Aiana3oHi
BMMiptoBaHHA 0.2 - 15 mr/an (18 — 1330 mkmonb/n).

AKLIO 3HAaUEHHA NepeBNLLYIOTb BCTAHOB/IEHWI Aiana3oH, 3pa3ku NOBUHHI ByTu
possegeHi 1+1 3 NaCl (9 r/n xnopupy HaTpilo y AWCTUIbOBaHIA BOAI) i
OTPUMaHUIA pe3ynbTaT MOMHOXMNTM Ha 2.

YYTJ/INBICTb/MEXA BUABJIEHHA
HWXHA MeXa BUABNEHHs cTaHoBUTb 0.2 mr/an (17.7 MKmonb/n)

3pas3okK ctapT

MinetyBaTn B TecToBi bnank Crang./Kan.

npo6ipKu:

3pa3ok

Po6ounin PeareHt 1000 MKn 1000 mMKn 1000 MKn

3pa3zok - - 50 MKn

Crang./Kani6p. - 50 MKn -

[wcTt. BOOa 50 mkn - -

Mepemiwatn. IHKybyBaT Ha npotasi 1 xBUAMHW. BumipATn winbHicTb Al
npoTu PeareHTy bnaHK. IHKyb6yBaTV Ha NPOTA3i 2 XBUNWH | 3UATaTU LLiNbHICTb
A2 npotu PeareHty bBnank. Migpaxyeatm: AA = (A2-A1) 3paska ab6o
cTaHfapTy/Kanibpatopa.

TOYHICTb (npu 37 °C)

B aHanisi CepepHe 3HaueHHA CB KB
n=20 (mr/gn) (mr/gn) (%)
3pasok 1 0.56 0.01 1.30
3pasok 2 1.24 0.01 0.83
3pa3ok 3 6.73 0.06 0.93
Mix aHanizamu CepepHe 3HaueHHA CB KB
n=20 (mr/on) (mr/non) (%)
3pasok 1 0.81 0.03 3.63
3pasok 2 1.60 0.01 0.87
3pasok 3 5.73 0.05 0.85

ABTOMaTu3auia
CneuianbHi aganTauii 4na aBTOMaTUYHNX aHani3aTopiB AOCTYMHI 3@ 3aNUTOM.

IHTEPMPETALIA PE3YJIbTATIB

O6uncneHHa

CupoBaTtka/nnasma:

KpeatuHin (mr/an) = AA 3paska/AA CtaHpapTy/KanibpaTtopa x KoHueHTpauis
Crangapty/Kanibpatopa (mr/an)

Ceva:
KpeatuHin (mr/an) = AA 3paska/AA CtaHpapTy/KanibpaTtopa x KoHueHTpauis
Crangapty/Kanibpatopa (mr/an) x 50

KnipeHc KpeaTuHiny
[mn/x8/1.73 M%) =
mr KpeatuHiny /100 mn Ceui x mn Cevi
mr KpeatuHiHy / 100 mn CpoBaTKK X yac 3abopy ceui

O6uUNCNEHNI KNipeHC KpeaTUHiHY BiHOCUTbCA A0 cepefjHbOoi MOBEPXHi Tina
nopocnoi mogunn (1.73 m?).

KoHBepcia oguH1Lb BUMipIOBaHHA
mr/pn x 88.4 = MKMonb/n

METO[, KOMMEHCALLIT

MikprHOBa KuUCNOTa, AKa YTBOPIOE KONMbOPOBUIA KOMMeKC, HecneunpiyHo
pearye 3 iHTepdepyloUuMM KOMMNOHEHTaMM CUPOBATKW, TakK 3BaHMIW NCEBAO-
KpeaTuHiHamn. Lle npu3BoanTb A0 MNOMUNKOBO MiABULLEHNX 3HAYeHb
KpeaTWHiHy B CUMpOBaTLi KpPOBi Ta 3pa3Kax nnasmu, ocobiMBo B HU3bKOMY
fianasoHi BuMiploBaHb. [inA KomneHcauii umx iHTepdepeHUill, 3HauyeHHA
Kanibpatopa Ana meTtoAy KOMMeHcaLii, BKa3aHi Ha NMUCTKy 3HauyeHb Diacal
Auto, NoTpiGHO BUKOPUCTOBYBATM /1A PO3paxyHKy. [logaTKkoBo noTpioHo 0,3
Mr/pn (27 mMKMonb/n) BiIHATW Bif 0OUMCNEHOro 3HaueHHA KpeaTuHiHy. [ns
BUKOPWCTaHHA MeTofy KOMMeHcaLjii, PeKOMEHAYETbCA KanibpyBaHHA 3a
nonomoroto Kanibpatopa Diacal Auto. MeTof 3acTOCOBYETbCA TiflbKM Ans
3pasKiB CMPOBaTKM Ta Niasmu.

KOHTPOJ1b AKOCTI TA KAJIIBPYBAHHA

YCi KOHTPOJSbHI CMPOBATKW i KOHTpONi ceui 3i 3HaueHHAMU KpeaTuHiHy,
BU3HAYEHVIMY 33 [OMOMOIO LibOro METOAY, MOXYTb GyTV BUKOPUCTaHi. Mu
pekomeHayemo Dialab KoHTponbHi cupoBatku Diacon N (KoHTponbHa
cmpoBaTKa 3i 3HauyeHHAMM Yy HopManbHOMYy pAianasoHi) Ta Diacon P
(KOHTpONIbHa CMPOBATKa 3i 3HAYEHHAMM Y NaTONOriYHOMY AianasoHi), a TakoX
Dialab ceuosi koHTponi Diacon Urine Level 1(ceyoBuii KOHTpOnb HopMma)
Level 2 (ceyoBuit KOHTpONb NaTonoris).

CMEYNU®IYHICTb/IHTEPOEPEHLII
IHTepdepeHuin BigcyTHA fo:

AckopbiHoBa Ku1ciota 30 mr/gn
Binipy6iH 4 mr/pn
Femorno6ix 500 mr/gn
Tpwurniuepnan 2000 mr/pn

IHdopmaLito npo iHTepdepytoui peyoBmHu gnsutuca y Young DS (10).

NOPIBHAHHA METO/IB

Llen aHani3 (y) nopiBHioBanu 3 JocTynHum Tectom Jaffe (x) npy BUKopucTaHHi
68 3paskiB cmpoBaTKy y fiana3oHi Big 0.6 o 10 mr/an (53.0 — 884 mkmonb/n):
y=1.014 x-0.031mr/an; r = 1.000

MopiBHAHHA [liana6 KpeaTuHiH KomneHcoBaHum (y) 3  [OCTYNHUM
depmMeHTHUM MeTofoM (X) MpPW BUKOPWUCTaHHI 65 3pa3KkiB cMpoBaTKM Yy
nianasoHi Big 0.5 po 4.3 mr/pn (44.2 - 380 MKMoOnb/n) Aano HacTynHi
pesynbtatu: y = 0.986 x + 0.043 mr/an; r = 0.998.

BIACTEXKEHHA

3HaueHHA KpeaTuHiHy MeT. fldpde KomneHcoBaHi i HeKOMMeHCOBaHi Yy
kaniépatopi Diacal Auto 6ynu Bigctexeni fo NIST (HauioHanbHOro iHCTUTYTY
cTtaHpapTusauii) Standard Reference Material SRM 967 BuKopucToByoun
piBHi 1 Ta 2, a Takox , fo GC-IDMS (rasoBa xpomatorpadia — i3oTonHe
po3BeieHHA Mac-CneKkTpoMeTpil).

OYIKYBAHI 3HAYEHHA
CupoBaTtka/nnasma, metop Apde HeKomMNeHCOBaHi:

Ropocni (1) mr/gn MKMonb/n
KiHkn: 0.6-1.1 53-97
Yonosiku: 0.7-1.3 62-115
Aitn (2,8)

HoBoHapogxeHi 0.5-1.2 44 - 106
HemoBnaTa 04-0.7 35-62
Litn 0.5-1.2 44 -106
CuposaTtka/nnasma, metop fippe KoMneHcoBaHi:

Bopocni (3) mr/gn MKMoOnb/n
KiHKK: 0.5-0.9 44 - 80
Yonosiku: 07-1.2 62 - 106
Aitn (9)

HoBoHapogxeHi 0.24-1.04 21-92
HemoBnaTa 0.17-0.42 15-37
Litn 0.24-0.87 21-77

Jo6osa ceua (1):

KiHkn: 11-20 Mr/Kr/24 rognHun 97-177 MKMONb/Kr/24 rognHn

Yonosiku: 14-26 Mr/Kr/24 rognHun 124-230 MKMONb/Kr/24 roguHun




KnipeHc KpeatuHiny (2):

MKiHKu: 95-160 mn/xB./1.73 m?

Yonosiku: 98-156 mn/xB./1.73 m?

* Lli 3HaueHHA AaHi anA opieHTOBHMX Uineil. PekomeHayeTbcs, Wob KoxHa nabopaTtopis
BCTaHOB/IOBaNA CBill BNACHUI fjiana3oH HOpM.

OBMEEHHA

KiHueBuin KpeaTuHiH (mod. Jaffe) nepeHocuTbca Ha peareHTn docdop
HeopraHiyHui (monibaar), 3anizo (Pepene), LDH-L (IFCC) Ta LDH-P (onT.
DGKC). ®aKTnyHM NepeHoC 3aneXuTb Big aHanisatopa.

NMOBOAXKEHHA 3 BIAXOAAMU
Bynb nacka, auBMTMCA MicLeBi BUMOTHU.

I BUPOBHUK
Jiana6 ITm6X
BupobHuymeo ma npooax ximiko-mexHidyHoi
npodykuyii ma nabopamopHux npunadis 8 I3
HOE-3100, XoH0awmpacce, 060xxekm M55, 2351
BiHep-Holioopgh
Ten.: +43 (0) 2236 660910-0,
@akc: +43 (0) 2236 660910-30,
e-mail: office@dialab.at

oIAMEB

Trade

YMNOBHOBAMEHUW NPEACTABHUK

TOB «/IIAMEB TPEV[]»
8yn. CumoHa lMemsniopu, 25
M. leaHo-@®paHkiecvk, 76014
men.: +38(0342) 775 122
akc: +38(0342) 775 123
e-mail: info@diameb.ua
www.diameb.ua
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