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CREATININE

Cat. No. Pack Name | Packaging (Content)
BLT00020 | CREA200 |R1:2x50ml, R2:2 x50 ml, R3 STD: 1 x5 ml
BLT00019 | CREA 1000 |R1:2x 250 ml, R2: 2 x 250 ml, R3 STD: 2 x 5 ml
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INTENDED USE

Diagnostic reagent for quantitative in vitro determination of Creatinine in human
serum, plasma and urine.

CLINICAL SIGNIFICANCE

Creatinine is a waste product formed in muscle from the high energy storage com-
pound, creatine phosphate. The amount of creatinine produced is fairly constant
(unlike Urea) and is primarily a function of muscle mass. It is not greatly affected
by diet, age, sex or exercise. Creatinine is removed from plasma by glomerular
filteration and then excreated in urine without any appreciable resorption by the
tubules.

Creatinine is used to assess renal function, however, serum creatinine levels do
not start to rise until renal function has decreased by at least 50%.

PRINCIPLE

Creatinine reacts with alkaline picrate to produce an orange-yellow colour (the
Jaffe’s reaction). Specificity of the assay has been improved by the introduction of
an initial rate method. However, Cephalosporin antibiotics are still major interfe-
rants. The absorbance of the orange-yellow colour formed is directly proportional
to creatinine concentration and is measured photometrically at 490-510 nm.

REAGENT COMPOSITION

R1

Sodium Hydroxide 394 mmol/l

R2

Picric Acid 11 mmol/l

R3 standard see bottle label

REAGENT PREPARATION

Reagents are liquid, ready to use.

Mix equal volumes of Reagent 1 and Reagent 2. Wait for 15 minutes before use.
The Working Reagent is stable for 1 month at 2-8°C. The absorbance of the rea-
gent blank should be approximately <0.15 at 505 nm when read against distilled
water.

STABILITY AND STORAGE
The unopened reagents are stable till the expiry date stated on the bottle and
kit label when stored at 2-25°C.

SPECIMEN COLLECTION AND HANDLING

Use unheamolytic serum, plasma (heparin, EDTA) or urine.

It is recommended to follow NCCLS procedures (or similar standardized conditions).
Stability

in serum / plasma: 7 days at 4-25°C
at least 3 months at -20°C
in urine: 2 days at 20-25°C
6 days at 4-8°C
6 months at -20°C

For the determination in urine use 24 hours specimen. It is important to exactly
measure the volume of collected urine. Dilute urine samples in 1+19 ratio with
distilled water and multiply results by 20.

Discard contaminated specimens.

CALIBRATION
Calibration with the standard included in the kit or the calibrator XL MULTICAL,
Cat. No. XSYS0034 is recommended.

QUALITY CONTROL
For quality control ERBA NORM, Cat. No. BLT00080 and ERBA PATH, Cat. No.
BLT00081 are recommended.

UNIT CONVERSION
mg/dl x 88.4 = pmol/l

EXPECTED VALUES *

Serum Urine
Males: 0.7-1.3mg/dl 14 - 26 mg/kg/day
Females: 0.6 - 1.1 mg/dl 11 - 20 mg/kg/day
Newborn: 0.3 - 1.0 mg/dl
Infant: 0.2-0.4 mg/dl 8 -20 mg/kg/day
Child: 0.3-0.7 mg/dl 8 -22 mg/kg/day
Adolescent: 0.5-1.0mg/dl 8- 30 mg/kg/day

It is recommended that each laboratory verify this range or derives reference
interval for the population it serves.

PERFORMANCE DATA

Data contained within this section is representative of performance on ERBA CHEM 7
instrument. Data obtained in your laboratory may differ from these values.

Limit of quantification: 0.14 mg/dI

Linearity: 40 mg/dl

Measuring range: 0.14 — 40 mg/dl

PRECISION
Intra-assay precision Mean SD cv
Within run (n=20) (mg/d) (mgl/d) (%)
Sample 1 1.45 0.02 1.56
Sample 2 2.37 0.04 1.74
Inter-assay precision Mean SD cv
Run to run (n=20) (mg/dl) (mg/dI) (%)
Sample 1 1.48 0.03 1.77
Sample 2 2.39 0.04 1.58

COMPARISON

A comparison between XL-Systems Creatinine (y) and a commercially available
test (x) using 70 samples gave following results:

y =1.0515 x - 0.0636 mg/d|

r=0.9986

INTERFERENCES
Following substances do not interfere:
haemoglobin up to 10 g/l, bilirubin up to 10 mg/dl, triglycerides up to 1700 mg/dI.

WARNING AND PRECAUTIONS
For in vitro diagnostic use. To be handled by entitled and professionally educated

person.
Reagent 1 contains 1.6 % sodium hydroxide.
Xi Risk phrases (R):

R36/38 Irritating to eyes and skin.

Safety phrases (S):

S 26 In case of contact with eyes, rinse immediately with plenty of water and
seek medical advice.

S 28 After contact with skin, wash immediately with plenty of water.

S 37/39 Wear suitable gloves and eye/face protection.

S 45 In case of accident or if you feel unwell, seek medical advice immediately
(show the label where possible).

X

Irritant
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WASTE MANAGEMENT
Please refer to local legal requirements.

ASSAY PROCEDURE

Wavelength: 492 (490 - 510) nm

Cuvette: 1cm

Reagent blank Standard (Calibr.) Sample

Reagent 1 1.00 ml 1.00 ml 1.00 ml
Sample - - 0.100 ml
Standard (Calibr.) - 0.100 ml -
Distilled water 0.100 ml - -

Mix well and read initial absorbance (A,) 30 seconds after mixing and final ab-
sorbance (A,) 60 seconds after mixing.

CALCULATION
AA=A2-A1
AA,, /min.-AA /min.
Creatinine (mgdl) = ——M8M8M8 ——
AA_ /min.-AA /min.

C,, = standard (calibrator) concentration

Applications for automatic analysers are available on request.

ASSAY PARAMETERS FOR PHOTOMETERS

Mode 2-point
Wavelength 1 (nm) 505
Sample Volume (ul) 50/100
Working Reagent Volume (pl) 500/1000
Lag time (sec.) 30
Kinetic interval (sec.) 60
No. of readings 1
Reaction temperature (°C) 37
Reaction direction Increasing
Normal Low (mg/dl) 0.7
Normal High (mg/dI) 1.3
Linearity Low (mg/dl) 0.14
Linearity High (mg/dl) 40
Blank with Reagent
Absorbance limit (max.) 0.15
Concentration of Standard See bottle label
Units mg/dl
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KPEATUHWUH

Kart. Ne HasBaHue Ha ynakoBke | PacoBka

BLT00020 KPEA 200 R1: 2x50 mn, R2: 2x50 mn, R3 ctangapt: 1x5 mn
BLT00019 KPEA 1000 R1: 2x250 mn, R2: 2x250 mn, R3 ctanpapt: 2x5 mn
®Y C €[]
MpumeHeHne

HaGop peareHTOB npegHasHayeH Tonbko Ans in vitro AvarHOCTUKM KpeaTWHWHA B
CbIBOPOTKE, NyiasaMe N Moye YenoBeka.

KnunHnyeckoe 3HavyeHue

KpeaTuHuH — npoaykT obmeHa BelLecTs, 06pasytoLwuniics B MbllLax 13 doccara kpeatuHa.
Y 300pOBbIX H0AEN KOHLEHTPaLUWs KpeaTuH1HA B Mia3me KpOoBY NPaKTUYeCcKn NoCTOsIHHA U
He 3aB1CUT OT NoTpebneHns Boabl, (PU3NHECKOIN Harpy3kn N CKOPOCTM BblAeNeHNs Moym (B
OTNNYME OT MOYEBUHbI) U 3aBUCUT TOMbKO OT MbILLEYHOW Macchl. KpeaTuHuH yoanseTcs us
nnasmbl Yepea Noyky, rmaBHbIM 06pa3om, MyTeM rrnomepynspHoi unstpaumn. KpeatnHuH
ABMSETCH MHANKATOPOM OYHKLIMK MOYEK.

MoBbilleHe YPOBHA KpeaTUHWHA B CbIBOPOTKE CBSI3aHO C PasfUYHbIMK  MOYEYHbIMU
3abonesBaHnAMU. Ha paHHeli CTaaumu noYeyHbIx 3a60neBaHni, TeCT Ha U3MEHEHWE YPOBHS
KpeaTuHUHA - YyBCTBUTENbHbIV MHAEKC HapyLlleHWs (UNLTPALMOHHON  (DYHKLMM MOYeK.
YBennueHne KOHLEHTpaLuun KpeaTMHWHA B CbiBOPOTKE, BbILWE HOPMbl HAYMHAETCs npu
CHWXEHVN peHamnbHOM (YHKLMM noyek Huxke, Yem Ha 50%. KpeaTuHuHypusi nosinsieTcs
paHbLLe KIIMHUYECKMX CUMMNTOMOB.

MpuHUMN peakumn

KuHeTuueckuin Tect 6e3 OenpoTeMHu3aumu, B COOTTBETCTBUM C MeTogom HAdde, ¢
06pa3oBaHNEM OKpaLLEHHOro NpoaykTa peakuuu. Peakums He cneunduyHa.

Bbixoa: wvcnonb3oBaTe ANs UCCMEAOBaHUSI KWHETUYEeCKU (PepMeHTaTUBHbIN) MeTon
onpefenexus KpeaTuHuHa.

B Lieno4Hom cpeae kpeaTUHWH B3auMOAENCTBYET C MMKPUHOBOM KUCIOTO ¢ 06pasoBaHnem
OKpaLUeHHOro B OpaH)KeBbII;I LBET KOMMsiekca. MHTeHCnBHOCTb OKpacku nporopuuoHarnbHa
KOHLIEHTpaLWK KpeaThHuHa B obpasLie.

CocTaB peareHToB
R1

Hatpusi rmppookuch
R2

MukpuHoBas kucnota
R3 Cranpapr

394 mmonb/n

11 Mmonb/n
KOHLI. CM. Ha cbriakoHe

lMpurotoBneHne peareHToB
PeareHTbl xuakve, rotoBble K MCMOoMb30BaHMI0.

Pa6ouuii pacTBOp

CwmewwainTte PeareHT 1 1 PeareHT 2. PacTBOop MOXET NPpUMEHATLCS ANA aHanu3a yepes
15 MuH nocne npurotoBneHusi. CtabunsHocTb 1 mecsay npu 2-8°C.

OnTryeckas NNOTHOCTbL peareHTa 6naHka He AomkHa 6biTb <0,15 npy 505 HM, n3mMepeHHas
NpoTWB ANCT. BOABI.

CTabunLHOCTL U XpaHeHue
He BCKpbITble peareHTbl CTabunbHbl 4O AOCTUXKEHUSI YKa3aHHOrO CPOKa rogHOCTY, ecru
XpaHsiTcs npu 2—25°C, B 3alULLEHHOM OT CBETa MecTe.

O6pasubl
ChbiBopoTKa (6e3 remonusa), renapuHmanposarHas unv 3ATA nnasma, Moya.

CTabunbHOCTL B CbIBOPOTKE / Nnasme:

7 nHen npu 4-25°C
3 mecsaua npu -20°C
B Moue:

2 oHS npu 20-25°C
6 gHen npu 4-8°C
6 mecsueB npu -20°C

OnpepeneHve B Mo4e

Onpe/:\eneHMﬂ npoBOAAT B CyTOHHOI?I Mo4e. Moqy HeOGXO,CLVIMO npenBapuTenbHO pasBecTun
OVCTUMNUPOBAHHOW BOAOW B COOTHOLEHNe 1+19, peaynbtat yMHOXMTb Ha 20.
3arpsiaHeHHble 06pasLibl XpaHEeHUIo He nognexar.

Kanu6poska
Mol pekomeHayem ans kanubpoeku ucnonbsosate XL MYJIBTUKAT, Kat. Ne XSYS0034.

KoHTponb kayecTBa
[Insi NpoBefeHWst KOHTPOMS KayecTBa PEKOMEHZIYITCA KOHTPOrbHblE CbIBOPOTKM: SPBA
HOPMA, Kat. No. BLT00080, 3PBA MATOJIOIS, Kar. No. BLT00081.

KoaddmumeHT nepecueta
MKMonb/n = 88,4 x mr/gn

HopmanbHble BenuunHbl 3

CbIBOpOTKa

My>K4uHbI : 0,7 - 1,3 mr/an (61,6 — 114,4 mkmonb/n)
KeHLMHBI © 0,6 — 1,1 mr/an (52,8 — 88 mkmonb/n)
Oetn : 0,3-0,7 mr/gn (26,52 — 61,88 mkmonb/n)
HoBopoxaeHHble: 0,3-1,0 mr/an (26,52 — 88,4 mkmonb/n)
[etn nepsoro roaa xu3nn: 0,2 — 0,4 mr/an (17,68 — 35,36 mMkmonb/n)
MoppocTku: 0,5-1,0 mr/an (44,2 — 88,4 mkmonb/an)
Moya

My>X4nHbI: 14 — 26 mr/ kr/ 244

XKeHLWuHbI : 11— 20 mr/ kr/ 244

[leT nepBoro roga usnn: 8 — 20 mr/ kr/ 244

Letn: 8—22mr/«kr/ 244

MoppocTku: 8 —30 mr/«kr/24y4

MpuBeaeHHbIe Anana3oHbl BENMYMH crieqyeT paccMaTpuBaTh Kak OpUEHTUPOBOUHbIE.
Kaxpon nabopatopuu Heo6xoANMO onpeaenaTs CBOM AMana3oHbl.

3HayeHus1 BeNUYMH

3T 3HaYeHWsi HOpManbHbLIX BENUYMH BbiMM MOMyYeHbl Ha aBTOMAaTUYECKUX aHanmuaaTopax
cepun ERBA CHEM 7. Pe3ynbrathl MOryT OTNMYaTLCS, ECNW OnpeaereHne npoBoauny Ha
[pYrom Tune aHanuaartopa.
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YTunusaumsa ucnonbL3oBaHHbIX MaTepuanos
B cooTBeTCTBUM C CyLECTBYIOLMMU B KaXAoW CTpaHe npaBunamv Ans AaHHOoro Buaa
mMarepunana.

MpoBepeHue aHanu3a

[nuHa BOMHbI: 492 (490-510) Hm

OnTuyecknin NyTb: 1cm

Temnepartypa: 37°C

M3amepeHue: NpoTUB peareHTa cpaBHeHus (bnaHk)
MuneTtvpoBaHune Bnatk CraHgapt Ob6pasel,
PeakTus R1 1000 mkn 1000 mkn 1000 mkn
[wvcTun. Boga 100 mkn - -
CraHpapt (Kannbpatop) - 100mKn -
O6pazeL - - 100 mkn

Cwmewwatb. Yepes 30 cek v3MepuTb MOrmoLieHne A,. TouHo 4epe3 60 cek. nsmeputh
nornoLieHne Az.
A,-A = AAOGp unu AACTaHAapTa OTHOCUTENbLHO BrnaHka peareHTa.

Pacuet
Ki /an) = %
peaTtuHuH (Mr/gn) = X Can
cTaHg
C - KOHLEHTpauus ctaHgapTa (kanubparopa)

Kan.

MpoTokonbl ANsi UCMONb30BaHMA Ha aBTOMAaTUYeCKUX aHanu3aTopax MoryT GbiThb
nonyyeHbl No 3anpocy.

MapameTpbl AnA paboTbl Ha NoNyaBTOMaTU4ECKOM aHanu3aTope

Pa6oumne XapaKTepucTmku Mertop 2-Tove4HasA KUHeTVKa
YyBCTBUTENBbHOCTb: 0,14 mr/an (12,38 mkmonb/n) [nuHa BonHb! 1 (HM) 505
TnHeliHoCTB: 10 40 mr/an (3536 mkmonb/n) LnvHa BomHe! 2 (HM) .
[Avana3oH namepenunn: 0,14 - 40 mr/gn (12,38 -3536 mkmonb/m)
O6bem obpasua (M) 50/100
BocnpoussogmMmoctb
c & SD = O6bem peareHTa (MKI) 500/1000
o peaHeapudgMmeTnyeckoe

AR & 3HavyeHue  (mr/gn) (mr/an) (%) Sanepiial(Geld) 30

O6pazey 1 20 1,45 0,02 1,56 WHTepan nsmepenus (Cek.) 60

Ob6paseu 2 20 2,37 0,04 1,74 Kon-Bo 3amepoB 1

MexcepuiiHas N CpeaHeapudmeTuyeckoe SD cv Temnepatypa peakuum (°C) 37

P 3HayeHune  (mr/agn) (mr/gn) (%) HanpasreHue peakuuu YBenuueHve

O6pasey 1 20 1,48 0,03 1,77 HwkHUt Npeaen HopMbl (Mr/an) 0,7

OGpasey 2 20 2,39 0,04 1,58 BepxHuit npeaen Hopmbl (Mr/an) 1,3
CpaBHeHue MeTof0B HwxHuin npegen nuHerHocT (Mr/an) 0,14
CpaBHeHve 6bino npoBefeHo Ha 70 obpasuax ¢ 1Cnonb3oBaHMEM peareHToB cepuy I:Z»J'IT: BepxHuii npeaen MMHeRHocTM (Mr/an) 20
KpeaTuHuH (y) 1 UMEIOLLMXCS B MPOAAXKE PeareHToB ¢ KOMMEPYECKW JOCTYMHON METOAMKONA (X).
Pesynbratbl: y =1,0515 x - 0,0636 (mr/an) r=0,9986 MuH. HavanbHoe nornotyeHne 0,15
CreunduuHocTs / Brinsiowme BelecTsa KoHueHTpauus ctaHgapTa (mr/an) CwM. Ha dnakoHe
Femorno6uH go 10 r/n, Bunupy6ux go 10 mr/an, Tpurnuuepuael o 1700 mMr/an He BAUsiOT Bnaxk PeareHt
Ha pesynbsrarbl. EauHmnub mr/an

Mepbl NpeoCTOPOXKHOCTH

HaGop peareHTOB npegHasHavyeH Ans

00y4YeHHbIM nabopaHToM.

PeareHT 1 cogepxuTt 1,6% rugpokcuga HaTpusi.
Xi Puck (R):

R36/38 Pasgpaxaet rmasa u Koxy.

in vitro AamarHocTukm npodeccnoHanbHO

BesonacHocTb (S):
S26 Mpu nonagaHum B rmasa, HeMe1eHHO MPOMbITb GOMbLUNM KOTMYECTBOM
BOZb! ¥ 06PaTUTLCS 32 MEAULIMHCKON KOHCYmbTaLen.

S28 [Mpu KOHTaKTe C KOXeW HeMeANeHHO NPOMbITb GOMbLIMM KOSIMYECTBOM
Bbi3biBaeT BOAbI.

PasApPaXEHNe g 37/39 PaGoTath B NepyaTkax 1 3alUMILATE [1a3a / MLo.

S 45 Mpy HecyacTHOM crny4ae v ecnu Bbl MOYYBCTBOBANN HeJoOMOraHue,
HeMeaNleHHO obpatuTech K Bpayy. (MOKaxuTe ISTUKETKY WM WHCTPYKLMIO,
€Cnyi BO3MOXHO).
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SYMBOLS USED ON LABELS / CUMBOIJIbI, UCMOJNMb3YEMbIE HA 3TUKETKAX

E Catalogue Number Manufacturer See Instruction for Use
KatanoxHbii Ne MpownseoguTens CMOTpPEeTb UHCTPYKLWIO
npu ncnonb3osaHun

Lot Number C E CE Mark - Device comply with Storage Temperature
Cepusi the Directive 98/79/EC Cobniofate TeMneparypy XpaHeHus
3Hak CE - cooTBeTCTBME
OupekTuee 98/79/EC

Expiry Date In Vitro Diagnostics - Content / CoaepxaHve
2 Cpok rogHocTn VD) [ns in vitro guarHocTukun G

QUALITY SYSTEM CERTIFIED M Erba Lachema s.r.o., Karasek 1d, 621 00 Brno, CZ
ISO 9001 1SO 13485 e-mail: diagnostics@erbalachema.com, www.erbamannheim.com

N/47/13/B/INT Date of revision: 19. 9. 2014
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