KPEATUHIH, moa. AODE

Creatinine, mod. Jaffe

Kamanoe. N°: D96596B Jlama sunycky iHcmpykuii: 25-05-2020

Bepcia: 10

OcCHOB0I0 Npu _Npo8edeHHi _aHanizy € opueiHan iHcmpykuil
aHenilicbkolo Mogolo, 8kiadeHoi 8 Habip. Homep i 0ama eepcii
opuziHany ma nepeknady iHCmpykuii No8UHHI chisnadamu.

Kar. N2 Po3mip Ha6opy KoHdirypauin

D03111B 1x1.25n 1x1nR1+1x0.25nR2
D95595 5x 100 mn 4x100mnR1+1x 100 mn R2
D00616 5x50 mn 4 x50 mn RT + 1x 50 mn R2
D00617 5x25mn 4x25mnR1+ 1x 25 mnR2
D00618 5x10mn 4x10MnRT+1x10mnR2
D66911 10 x 50 mn 10 x 40 Mn R1 + 4 x 25 mn R2
D0422917 5x62.5mn 4x62.5mMnR1 +1x62.5mnR2
DA0823 5x50 mn 5x40mnR1+5x 10 mn R2
DT1023 4x62.5mn 4x50mn R1 +4x12.5mnR2
DK0722 5x50 mn 4 x50mnR1 +1x50mnR2
DE1823 4x62.5mn 4x50mnR1 +1x12.5mnR2
DB20317 4x62.5Mmn 4x50mnR1 +1x12.5mnR2

[lonaTKoBO MPONOHYETLCA:

D94592 1x3mn CraHpapT KpeaTuHiHy

D98485 5x3mn Kani6patop 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 KoHTtponb natonoria Diacon P

D14482 5x5mn KoHTtponb natonoria Diacon P

D98482SV 1x5mn KoHTtponb natonoria Diacon P

D08581 12x5mn CeyoBUIN KOHTPOSNb HOPMa Diacon Urine PieHb 1
D08581SV 1x5mn CeyoBUIl KOHTPOSb HOPMa Diacon Urine PiseHb 1
D08582 12x5mn CeyoBUii KOHTPOSb NaToNoriaA Diacon Urine PiseHb 2
D08582SV 1x5mn CeyoBuii KOHTPONb NaToNoriaA Diacon Urine PiBeHb 2

Tinbkun gna npodeciiiHoro BMKopucrTaHHa y in vitro giarHoctuui.

3ArAJIbHA IHOOPMALIA

MeTtoga: Konopumetpuunuia, «<mod. Jaffex, 2-
TOYKOBUIN KIHETUYHWIA, 3pOCTaloyoi peakLii
24 micadi

2-25°C

Hg 492 Hm (490 HM - 510 HMm)

TepmiH 36epiraHHs:
36epiraHHa:
[loBXunHa xBuni:

Temnepartypa: 20-25°C/37°C
Bsipeub: CupoBartka, renapvHoBa niasma, ceua
MPU3HAYEHHA

[liarHOCTMYHWI peareHT ANA KinbKiCHOro in Vitro BU3HaYeHHA KpeaTuHIHY y
NIOACHKIN cpoBaTui, Nnasmi abo cedi Ha GOTOMETPUYHMX CUCTEMAX.

RIATHOCTUYHE 3HAYEHHA

KpeaTuHiH - Ue BifXigHWI NPOAYKT, AKUA BUBOAUTLCA HUPKaMU, NepeBaXxHO
wnAxom KnyboukoBoi inbTpauii. KoHueHTpauis KpeaTwHiHy B nniasmi
3040POBOI NIOAUHM [OCUTb MOCTINHA i He 3anexuTb Big nNpuiomy BoAW,
di3NYHMX HaBaHTaXKeHb Ta LWBWAKOCTI BUPOONEHHA ceui. Tomy, MigBuLLeEHi
3HaYeHHA KpeaTWHiHY y nnasmi 3aBXAW BKasyloTb Ha 3HWKEHHA BUAINEHHA,
TO6TO NopyLueHHA GYHKLIT HUPOK. KnipeHc KpeaTUHiHY Hagae AOCUTb XOpoLLy
OLiHKY wWwBuAKocTi KnyboukoBoi dinbTpauii (LUK®), wo po3sonse Kpalye
BUABUTM 3aXBOPIOBAHHA HUPOK Ta KOHTpomoBaTh iX ¢yHKUil. [na uboro
KpeaTnHiH BUMIPIOETbCA OAHOYACHO B CMPOBATL Ta ceui, AKi 3ibpaHi NpoTArom
BM3HaYeHoro nepiopy yacy.

NPUHLUUMN TECTY

KpeaTuHiH yTBOPIOE KONbOPOBUIA OPaHXXEBO-HYEPBOHUIN KOMMEKC Y PO3UMHI
NIY>KHOTO MiKpaTy. Pi3HMUA B NOrAWHaHHI y BCTAaHOBNIEHWI Yac NPOTAroM
KOHBepCii NponopLjinHa KOHLUeHTPaLii KpeaTUHiHY Y 3pa3Ky.

KpeaTuHiH + MikpuHoBa Kncnota ———> KoMMiekc KpeaTuHiH-MikpaTt

CKNAJ PEATEHTIB

(KOMMOHEHTU KOHLEHTPALII
PeareHT 1
Fgpokcna HaTpito 0.2 monb/n

PeareHT 2

MikpuHoBa Kucnota 20 mmonb/n

HEOBXIAHE OBJIAAHAHHA, AKE HE HALAETbCA
. Po3uwmn NaCl (9 r/n).
. KniHiuHU®7 XimiyHWM® aHanisaTop.

NIArOTOBKA PEATEHTIB
Cy6cTpar cTapT:
PeareHTn rotoBi O 3aCTOCYBaHHA.

3pasokK crapT:
3miwatn 4 yactuHy PearenTy 13 1 yacTuHoto PeareHTy 2.
(=Po6ounin PeareHT).

CTABUIbHICTb | 3BEPIFAHHA

YmoBu: 3axuwaTu Big cBitna!
3akpuTtu ogpasy nicna
BUKOPUCTaHHA.
PeareHTn He 3amopoxyBaTu!
YHWKaTV 3a6pyAHEHHS.

Cy6cTpar cTapT:

36epiraHHs: npn2-25°C

CrabinbHicTb: [10 3aKiHYEHHA TepMiHy
npuAaTHOCTI

3pasok ctapt (Po6ounii peareHT):

CrabinbHicTb: npwn 15 - 25°C 5roavH

NONEPEAMEHHA TA 3ACTEPEXKEHHA

1.  PeareHT 1: 3acTepexeHHs

@ H290: Moxe BUKNMKaT/ KOPO3ito MeTaniB.
H315: Buknnkae noapasHeHHs LWKipw.
H319: Buknukae cunbHe NnoapasHeHHsA oyei.
P234: 36epiraTvi TiNbKK B OpuriHanbHili ynakosLi.
P264: Micnsa 06po6Ku, peTenbHO MUTU PYKK Ta 06myus.
P280: OpAraTy 3axmcHi pyKaBuLi/3aXMCHUI ofgAar/3axucT ana
oveit.
P302+P352: MPU MOMAJAHHI HA LLKIPY: npomnTy BENMKOIO
KinbKicTio BogW/Muna.
P332 + P313: lNpu BUHUKHEHHI NoApa3HeHb: 3BepPHYTUCH 3a
[lonomoroto Ao nikaps.
P305+P351+P338: TMPW TMOMAOAHHI B OYl: npotarom
KiNbKOX XBWMH NPONonockatn BoAolo. AKWO € - BUNHATK
KOHTaKTHi NiH3u. [TpOJOBXNTN NPOMMBAHHA.
P337+P313: aKwo nopgpasHeHHA o4yell He MPOXOoAUTb:
3BEPHITbCA 338 OMOMOrOI0 A0 NliKapsA.
P390: abcopbysaty BWTIK, WO6 3anobirtm matepianbHii
wKogi.

2. PeareHT 2: 3acTepexeHHsA

@ H290: Moxe BMKNMKaTV KOPO3ito MeTanis.
P234: 36epiraTvi TiNbKK B OpuriHanbHiii ynakosLi.
P280: OparaTi 3ax1CHi pyKaBuLji/3aXNCHWIN OJAT/3aXUCT ANA
oyen.
P390:
LWKOA.

3. Bucoki KoHUeHTpauii roMOreHTM30BOI KUCNOTU Yy 3paskax cevi
NPU3BOAATb [0 NOMWUIKOBUX Pe3ynbTaTiB.

4. Y pyxe pigKicHMX Bunagkax 3paskuy nauieHTiB 3 ramonariero
MOXYTb JaBaTN HeNpaBAVBi pe3ynbTaTu.

5. JlikyBaHHA enbTpombonarom nNpu3BoAnNTb A0 XMOHO HU3bKMX abo
BVICOKIMX pe3ynbTaTiB y 3pa3kax nauieHTiB.

6.  [uBiTbcsA Macnopt 6e3mneky XiMiYHOI PeUOBMHU Ta AOTPUMYIATECH
HeoOXigHUX BUMOr Mif YaCc BUKOPWUCTAHHA JlabopaTOPHMX
peareHTiB.

7. [na piarHOCTMYHUX Uinen, pe3ynbTaTu CRif 3aBXAW OUiHIOBaTU
6epyumn o yBaru icTopito XBOpobw nawi€eHTa, KNiHiuHi ornaan Ta
iHWi pe3ynbTaTn.

8.  Tinbky ana npodecinHoro BUKOPUCTaHHA.

abcopbyBaTy BUTIK, W06 3anobirtm matepianbHin

CTABUIbHICTb | 3BEPITAHHA 3PA3KIB

MpuroTtyBaHHA 3pa3ka (Ceyva): Po3sectn cevy 1 + 49 AMCTUNIBOBAHOI BOLOIO.
Pe3ynbtat nomHoxunTK Ha 50. (CeuoBi koHTponi Diacon Urine cnig po3soantn
TaK camo, AK 3pa3Ku nauieHTa).

CrabinbHicTb:

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

npwn -20 °C MiHIMYM 3 micaui
Y ceui: npu 20-25 °C 2 oHi

npwu 4-8 °C 6 gHiB

npwu -20 °C 6 micauis

3aMopoXKyBaTU TiNbKM oavH pa3! YTunizyBaTu 3abpyaHeHi B3ipLi.



CTAHAAPT

( He BXOAUTb 10 HabOPY; 3aMOB/IAETbCA OKPEMO)

KoHueHTpauis: 2 mr/an (177 mkmonb/n)

36epiraHHs: 2-25°C

CTabinbHicTb: [lo 3aKiHYeHHA TepMiHY NPUAATHOCTI
3axuwaTt Big cBitnal 3akpuTu HeramHo MicnA BMKOpUCTaHHA! He
3amopoxysatu!

NMPOLEAYPA TECTY

MNpuBecTn peareHT Ta 3pa3kun A0 KIMHaTHOI TemnepaTypu.

Cy6cTpar cTtapT

MinetyBatn B TecTosi bnank Crang./Kan. 3pasokK
npo6ipKu:

PeareHT 1 1000 mKn 1000 mkn 1000 mKn
3paszok - - 50 MKn
CraHp./Kani6p. - 50 MKn -
Onct. Boga 50 mkn - -
MepemiwaTtn. IHKybyBaTV Ha NpoTA3i 0-5 xBunuH. MoTim goaaTw:

PeareHt 2 250 mKn | 250 mkn | 250 mkn

Mepemiwatn. |HKYO6yBaT! Ha MpoTA3i 1 XBUAVHWU. BuMipaTh wWwinbHicTb Al
npotun PeareHTy bnaHk. [HKyGyBaTh Ha NPOTA3i 2 XBUAWH i 3UMTaTK LWiNbHICTb
A2 npotn PeareHty bBnaHk. MMigpaxyesatm: AA = (A2-Al) 3pa3ka abo
CTaHJapTy/KanibpaTopa.

Dialab ceuosi koHTponi Diacon Urine Level 1(ceyoBuit KOHTpoONb Hopma)
Level 2 (ceyoBuii KOHTPOSb NATONOTIA).

KoxHa nabopaTopia NoBMHHa BUKOHATV Koperytoui Aii y BUNaaKy BiaXuneHHA
Y BiJHOBMIEHHI KOHTPONIO.

Kani6pyBaHHs

B aHanisi noTpibHO BUKOPUCTOBYBATY CTaHAAPT abo KanibpaTop KpeaTuHiHy.
PekomeHgyemo Dialab CraHpapTt KpeaTuHiny Ta Dialab
MynbTuKani6pysanbHy cuposaTky Diacal Auto.

POBOYI XAPAKTEPUCTUKU

JUHIAHICTb/AIANA30OH BUMIPIOBAHHA

TecT po3pobneHnin AnA BU3HAYEHHA KOHLUeHTpauii KpeaTuHiHy B AianasoHi
BuMiptoBaHHA 0.2 - 15 mr/an (18 — 1330 mkmonb/n).

AKLLO 3HaYeHHA NepeBuLLYIOTb BCTAHOBIEHWI fliana3oH, 3pa3ky NOBUHHI 6yTK
po3ssepeHi 1+1 3 NaCl (9 r/n xnopuay HaTpilo y AWCTUNbOBaHIN BOAI) i
OTPUMAHWIA Pe3ynbTaT MOMHOXNTY Ha 2.

YYTJINBICTb/MEXA BUABJIEHHA
HWXHA MeXa BUABNEHHS cTaHOBUTb 0.2 mr/an (17.7 MKmonb/n)

3pas3oK cTrapT

MinetyBaTn B TecTosi bnank Crang./Kan.

npo6ipKu:

3pa3ok

Po6ouni PeareHt 1000 mKn 1000 mKn 1000 mKn

3pa3zok - - 50 MKn

CraHp./Kani6p. - 50 MKn -

Onct. Boga 50 MKn - -

Mepemiwatn. IHKYO6yBaT Ha MpoTAsi 1 XBUAVHW. BuMipATW winbHicTb Al
npotun PeareHTy bnaHk. [HKyGyBaTh Ha NPOTA3i 2 XBUAWH i 3UMTaTK LWiNbHICTb
A2 npotn PeareHty bBnaHk. MMigpaxysatm: AA = (A2-Al) 3pa3ka abo
CcTaHdapTy/KanibpaTopa.

TOYHICTb (npwm 37 °C)

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

ABTOMaTM3auis
CneuianbHi aganTauii Ana aBTOMaTUYHNX aHani3aTopis AOCTYNHI 3a 3aNUTOM.

IHTEPMPETAL|IA PE3YJIbTATIB

O6uncneHHsn

CupoBaTtKa/nnasma:

KpeatuHin (mr/gn) = AA 3pa3ka/AA CranpapTy/Kanibpatopa x KoHueHTpauin
CraHpapTy/KanibpaTopa (mr/gn)

Ceva:
KpeatuHin (mr/an) = AA 3paska/AA Ctanpgapty/Kanibpatopa x KoHueHTpauis
CraHpapTty/KanibpaTopa (mr/gn) x 50

KnipeHc KpeaTuHiny
[Mn/xB/1.73 M?] =
mr KpeatuHiHy /100 ma Ceui x mn Cevi
mr KpeaTtuHiHy / 100 mn CupoBaTky x Yac 3abopy cevi

O6umncneHnin KnipeHc KpeaTuHiHY BiGHOCUTbCA A0 CepefHboi MOBEpXHi Tina
nopocnoi mogukn (1,73 m?).

KoHBepcia oguHULb BUMipIOBaHHA
mr/pn x 88.4 = MKkmonb/n

METOJZ KOMMEHCALIT

MikprHOBa KUCNOTa, fiIKa YTBOPIOE KONMbOPOBUIA KOMMEKC, HecneundiyHo
pearye 3 iHTepdepyloUMy KOMMNOHEHTaMV CUPOBATKU, TaK 3BaHUMU MCEBAO-
KpeaTuHiHamu. Lle npu3sBoguTb [0 MNOMUKOBO MiABULEHUX 3HauyeHb
KpeaTuHiHY B CMPOBaTLi KPOBi Ta 3pa3kax Nna3mu, 0co6/MBO B HU3bKOMY
fianasoHi BuMiptoBaHb. [inAa KomneHcauii umx iHTepdepeHUil, 3HauyeHHA
Kanibpatopa Ana meTofy KOMMeHcalii, BKa3aHi Ha NMUCTKy 3HauyeHb Diacal
Auto, NoTpibHO BMKOPUCTOBYBATU AN PO3paxyHKy. [loaaTkoBo noTpi6Ho 0,3
Mr/An (27 MKMONb/n) BiGHATU Bif 0BUMCNEHOrO 3HaYEHHA KpeaTuHiHy. [na
BUKOPUCTaHHA MeToAy KOMMeHcauii, peKoMeHAYeTbCcA KanibpyBaHHA 3a
fonomoroto Kanibpatopa Diacal Auto. MeTop 3acTOCOBY€ETbCA TiflbKM AnA
3pas3KiB CMPOBATKM Ta Niasmu.

KOHTPOJIb AKOCTI TA KAJIIBPYBAHHA

Yci KOHTPONbHi CMPOBATKM i KOHTPONi cedi 3i 3HayeHHAMMU KpeaTuHiHy,
BM3HAYEHVMI 3a [OMOMOrO LibOro METOAY, MOXYTb 6yTu BUKOpUCTaHi. Mu
pekomeHfyemo Dialab KoHTponbHi cupoBaTkm Diacon N (KoHTponbHa
CcMpoBaTKa 3i 3HaUeHHAMM Yy HoOpManbHOMYy AianasoHi) Ta Diacon P
(KOHTpONIbHa CMpoBaTKa 3i 3HAYEHHAMM Y NAaTONOTYHOMY Aiana3oHi), a TakKoXK

CMEYNU®IYHICTb/IHTEPOEPEHLII
IHTepdepeHuin BigcyTHA fo:

Ackopb6iHoBa KucnoTa 30 mr/gn
Binipy6iH 4 mr/pn
FemornobiH 500 mr/gn
Tpwurniuepnan 2000 mr/gn

IHpopmaLito npo iHTepdepyioui peyoBuHmn ansmtuca y Young DS (10).

NOPIBHAHHA METOAIB

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

MNopiBHAHHA [iana6 KpeaTuHiH KomneHcoBaHuin (y) 3  JOCTYMHWUM
bepmMeHTHUM MeTofoM (X) MpPU BUKOPWCTaHHI 65 3pa3KiB CUpOBaTKU Y
nianasoHi Big 0.5 po 4.3 mr/gn (442 - 380 mKmonb/n) Aano HacTynHi
pesynbTati: y = 0.986 x + 0.043 mr/an; r = 0.998.

BIACTEXXEHHA

3HaueHHA KpeaTuHiHy MeT. fldpde KomneHcoBaHi i HeKOMMeHCOBaHi Yy
kani6patopi Diacal Auto 6ynu BiactexeHi go NIST (HauioHanbHOro iHCTUTYTY
cTaHgapTm3auii) Standard Reference Material SRM 967 BukopuctoByioun
piBHi 1 Ta 2, a Takox , go GC-IDMS (rasoBa xpomatorpadis — i3oTonHe
po3BeieHHA Mac-CnekTpomeTpii).

OYIKYBAHI 3HAYEHHA

Cuposatka/nnasma, metop ippe HeKoMmneHcoBaHi:

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

HoBoHapogxeHi 05-1.2 44 - 106
HemosnATa 04-0.7 35-62
Hitn 0.5-1.2 44 - 106
Cuposatka/nnasma, metop fipdpe KomneHcoBaHi:

Hopocni (3) mr/gn MKMonb/n
KiHkn: 0.5-0.9 44 - 80
Yonosiku: 0.7-1.2 62 -106
Aitn (9)

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

JHo6oBa ceua (1):

| AKiHKum: |

11-20 mr/kr/24 rognHn | 97-177 MKMONb/Kr/24 rognHn




Yonosiku: 14-26 mMr/Kkr/24 rognHun | 124-230 MKMONb/Kr/24 roguHun

KnipeHc KpeaTtuHiny (2):

MKiHku: 95-160 Mn/xB./1.73 M?

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

* Lli 3HauYeHHA AaHi ANA OPIEHTOBHUX Lineil. PekomeHAYeTbCA, Wob KoxHa nabopatopis
BCTaHOBNIOBaNa CBil BACHWI fiana3oH HOPM.

OBMEEHHA

KiHueBuin KpeaTuHiH (mod. Jaffe) nepeHocuTbca Ha peareHTn docdop
HeopraHiuHmi (Mmoni6aar), 3anizo (Pepen), LDH-L (IFCC) Ta LDH-P (onT. DGKC).
DaKTUYHMI NepeHOC 3aNeXunTb Bif aHasizaTopa.

NMOBOAEHHA 3 BIAXOAAMU
Byab nacka, AMBUTMCA MicLieBi BUMOTW.

BUPOBHUK
d Jiana6 GmbH
BupobHuUymaeo ma npodax ximiko-mexHi4Hoi
npodykuii ma nabopamopHux npusnadis 8 I3
HOE-3100, XoHdacmpac, 060xekm M55, 2351
BiHep-Hotioopg
Ten.: +43 (0) 2236 660910-0,
Makc: +43 (0) 2236 660910-30,
e-mail: office@dialab.at

oIAMEB )

YMNOBHOBAXEHUNA NPEACTABHUK

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