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Cat. No. Pack Name Packaging (Content)
XSYS0049 | FE 125 R1:4x25ml,R2:2x12.5ml, R3STD: 2x 2 ml
XSYS0089 | FE 220 XL-1000 | R1:4x44 ml, R2: 2x22 ml, R3 STD: 2x 2 ml

G

INTENDED USE
Diagnostic reagent for quantitative in vitro determination of Iron in serum and plasma.
Photometric test using chromogen ferrozine.

CLINICAL SIGNIFICANCE

Iron exists in serum complexed with transferrin, a transport protein. Most early procedu-
res for iron determination involved dissociation of the iron from the iron-protein complex,
precipitation of the proteins, and then measurement of the iron content of the protein
free filtrate.

Many chromogens have been used in the determination including thiocyanate o-phe-
nantroline, bathophenantroline and TPTZ. In 1971 Presijn et al.” presented a method
using the chromogen ferrozine, described by Stookey.? This method did not require pro-
tein precipitation and was more sensitive then previous methods. The present procedure
is a modification of the Presijn method.

In most cases, both serum iron and TIBC values are necessary for greatest diagnostic
significance. Low serum iron values are seen in chronic blood loss, insufficient intake or
absorption of iron and increased demand on the body stores (e.g. pregnancy). Elevated
serum iron values are seen in increased red cell destruction, decreased red cell synthe-
sis, increased iron take, or increased iron stores release.

Increase in the TIBC may be due to increased production of apotransferrin (e.g.chro-
nic iron deficiency) or an increased release of ferritin, as in hepatocellular necrosis.
Decreases in the TIBC can occur with cirrhosis and hemachromatosis due to a deficien-
cy in ferritin, or in nephrosis due to a loss of apotransferrin.

PRINCIPLE

Transferrin-bound iron is realized at an acidic pH and reduced from ferric to ferrous
ions. These ions react with ferrozine to form a violet colored complex which is measu-
red spectrophotometrically at 570 nm. The absorbance measured at this wavelength
is proportional to serum iron concentration.
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REAGENT COMPOSITION

R1

Acetate buffer (pH 4.5) 122 mmol/l
Hydroxylamine hydrochloride 220 mmol/l
R2

Hydroxylamine hydrochloride 220 mmol/l
Ferrozine 2 3.0 mmol/l
R3 STD

Iron standard 500 pg/dl (89.5 umol/l)

REAGENT PREPARATION
All reagents are ready to use.

STABILITY AND STORAGE

The unopened reagents are stable till the expiry date stated on the bottle and kit label
when stored at 2-8°C.

Reagents are light-sensitive. Do not let bottles remain open. Keep containers tightly
closed.

SPECIMEN COLLECTION AND HANDLING
Use serum or plasma not haemolyzed. Use only heparin salts as anticoagulants.
Itis recommended to follow NCCLS procedures (or similar standardized conditions).Stability
inserum: 7 days at 2-8°C
4 days at 15-25°C
Discard contaminated specimens.
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XL SysPack
ASSAY PROCEDURE .
Wavelength Hg 560 nm Inter-assay precision Mean SD cv
Optical path 1cm Run to run (n=20) (ng/dl) (ng/dl) (%)
Temperature 37 °C
Measurement Against reagent blank Sample 1 76 25 3.34
Blank Sample or standard Sample 2 251 55 218
Sample or standard - 200 pl
i COMPARISON
Dist. Water 200 ul A comparison between XL-Systems Iron Ferrozine (y) and a commercially available
Iron Buffer 1000 pl 1000 pl test (x) using 40 samples gave following results:
r=0.989

Mix, read absorbance A1, then add: y =0.973 x — 2.715 pg/dl

Iron Color 250 pl 250 pl INTERFERENCES

Mix, incubate 10 min at 37°C. Read absorbance A2 Following substances do not interfere:

CALIBRATION
For calibration it is recommended the standard included in the set.

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

CALCULATION
Results are calculated automatically by the instrument.

AA Sample — AA Blank

IRON (pg/dl) = x Conc. Std
AA Std — AA Blank

UNIT CONVERSION

pg/dl x 0.179 = 1 pymol/l

EXPECTED VALUES *

Total Iron:

Women: 50 — 170 ug/d| 9.0 — 30.4 ymol/l

Men: 65— 175 pg/dl 11.6 — 31.3 pmol/l

Newborn: 100 — 250 pg/dl  17.9 — 44.8 pmol/l

Infant: 40 - 100 pg/dl 7.2-17.9 pymol/l

Child: 50 — 120 pg/d! 9.0 —21.5 pmol/l

Iron Saturation: 20 - 55%

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

PERFORMANCE DATA

Data contained within this section is representative of performance on ERBA XL sys-
tems. Data obtained in your laboratory may differ from these values.

Limit of quantification:  8.66 pg/dl

Linearity: 890 pgydl

Measuring range: 8.66 — 890 pg/dl (1.55 — 160 pmol/l)

PRECISION
Intra-assay precision Mean SD cv
Within run (n=20) (ug/dl) (ng/dl) (%)
Sample 1 101 2.8 2.84
Sample 2 247 4.4 1.78

QUALITY SYSTEM CERTIFIED
1SO 9001 ISO 13485

haemoglobin up to 100 mg/dl, bilirubin up to 20 mg/dl, triglycerides up to 1250 mg/dl.

WARNING AND PRECAUTIONS

For in vitro diagnostic use. To be handled by entitled and professionally educated person.
Standard is tested on HIV 1+2 Ab, HBsAg, and HVC Ab and found negative. Neverthe-
less, it is recommended to handle it with the same precaution as for human specimen.
Reagent R1, R2 and R3 STD contain 1.5 % hydroxylamine hydrochloride and are
classified as carcinogens category 2.

Reagent R1 and R2 contain less than 0.1 % sodium azide - classified as very toxic and
dangerous substance for the environment.

R1, R2, R3 STD:

Warning
Hazard statement:
H317 May cause an allergic skin reaction.
H351 Suspected of causing cancer.
Precautionary statement:
P202 Do not handle until all safety precautions have been read and understood.
P261 Avoid breathing vapours/spray.
P280 Wear protective gloves/protective clothing/eye protection.
P302 + P352 IF ON SKIN: Wash with plenty of water.
P308 + P313 IF exposed or concerned: Get medical advice/attention.
P333 + P313 If skin irritation or rash occurs: Get medical advice/attention.

WASTE MANAGEMENT
Please refer to local legal requirements.

M Erba Lachema s.r.o., Karasek 1d, 621 00 Brno, CZ
e-mail: diagnostics@erbalachema.com, www.erbamannheim.com

N/67/15/D/INT Date of revision: 13.11. 2015
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XSY0049 FE 125 R1: 4 x 25 mn, R2: 2 x 12,5 mn, R3 CtaHgapt: 2 X 2 Mn

XSY0089 FE 220 XL-1000 R1: 4 x 44 mn, R2: 2 x 22 mn, R3 Ctangapt: 2 x 2 Mn
NPUMEHEHUE

HaGOp peareHToB npegHa3Ha4YeH ToNnbkKo Ans in vitro AWarHoCTUKM xeresa B CbIBOPOTKE W nnasme
yenoseka. POTOMETPUYECKUIA TECT C UCMONb3OBAHWEM XPOMOreHHa heppo3nHa.

KNMUHUYECKOE 3HAYEHUE
XKeneso HaxoguTCca B CbIBOPOTKE B KOMMMekce C TpaHC(beppMHOM, KOTOprﬁ ABnseTcs seJ'IKOM,
OCYLLECTBAALMM TPAHCMNOPT xene3a. TpaHcdheppnH o6HapyXuUBaloT B LIMTONMA3Me MHOMX KNeTok,
rAe OH CNY>XUT BHYTPUKNETOYHbIM NepeHOCHMKOM Xenesa. OCHOBHoIA nyTe obMmeHa xenesa B opraHusme
MOXHO NpeAcTaBuTb B BMAE 3aMKHYTOTO LMKNa, B KOTOPOM Xene3o B cocTaBe TpaHcdeppuHa
nonagaet B KOCTHbI MO3T, B KneTkn-npeawecTBeHHUKU 3pUTPOLMTOB, rAe OHO BKMOYAETCA B MOMEKyny
remornobuHa. 3pernble 3pUTPOLUTLI LIMPKYNMPYIOT OKOMO 4 Mec, mocne 4ero meTabunuanpyroTcs.
OHu 3axBaTbiBalOTCA q.)aI'OLWITaMM, xeneso EblCEOGO)KAaeTCﬂ n3 FeMOITIOﬁVIHa, Ci

PeareHTbl cBETOMYBCTBUTENMbHLL. XpaHUTb npu 2 - 8°C, B TLATENbHO 3aKPbITbIX (hNakoHax, B
3alLMLLEHHOM OT CBETa MecTe, 3beras KOHTaMUHALMKM PeareHToB.

OBPA3LbI

HeremonuaupoBaHHas CbiBOpOTKa WNv Mnasma. Mcnonb3oBarb B Ka4ecTBe KoaryrnsiHTa TONbKO COmb
renapuHa.

WccnenoBaHue NpoBoanTbL B COOTBETCTBUM C npoTokorioM NCCLS (unu aHanoros).

CrabunbHOCTb B CbiBOpPOTKE/NNasme:

7 pHeit npu 2-8°C

4 pHs npu 15-25°C

3arpsizHeHHble 06pasLibl He UCMONb30BaTb.

I'Ipose/:LeHme aHanusa

TpaHceppyHOM Nnasmbl, 3aBepLuasi, TakuM 06pasoM, OAWH LMKN W 3anyckas HOBblil. OCHOBHbLIM
PEe3epBOM Xenesa B OpraHu3me Cry>XuT (PEPPUTUH.

OCHOBHbIM pe3epBOM Xefe3a B OpraHU3me CryxuT heppuTyuH.

[ins onpenenexus xenesa B CbIBOPOTKE KPOBU Gbin NPeAnoxXeH psif, METOLOB.

Camble paHHWe MeToAbl onpeaeneHus xenesa Gbin OCHOBaHbLI Ha BbIAENEHUM Xenesa U3 Keneso-
-6enkoBOro komnmnekca, ocaxaeHueM GEnkos, C NOCneaylolMM U3MepeHueM xenesa B unstpare,
cBoGoaHOM OT 6enkoB.

B kayecTBe XpOMOreHOB MpU OMPEeAEeneHnn Xenesa MCMOoNb30Ban1Chb: TUOLMAHAT, O-(PEHAHTPOMMH,
6aToheHaHTPONMH U heppO3nH.

B 1971 Presijn c coaBTopamv npeanoxun MeToj onpeaeneHunst xernesa ¢ UCnomnb3oBaHWEM XpOMOreHa
epposnHa, onucaHHbIn Stookey. 3ToT MeTop He TpeboBan ocaxaeHus Genkos n obnagan GonbLuei
YYBCTBUTENBHOCTLIO, YeM NpeablayLumne METoabI.

Hacrosiwmit metop, siBnsieTcs moaudumkaumei metoaa, paspaboraHHoro Presijn.

B GonblUKMHCTBE Cry4aes, ONpeeneHne CbiBOPOTOHHOTO enesa 1 OXXCC siBnstoTcs HeobXoAUMbIMU
[NA NOCTaHOBKW AMarHosa npu onpeaeneHnn pasHoobpasHbix HapylieHuii obmeHa xenesa. Huskuit
YPOBEHb enesa HabnoaaeTcsi NPU XPOHUHECKOI NOTepe KPOBU, HEAOCTATOHHOM MOCTYMIEHUM Xenesa
C NULLEN W NPU yBENMYEHNN NOTPEGHOCTU B IAHHOM drieMeHTE: KpOBOTEUYEHNS!, HapyLLEHWe KULLEYHOTo
BCaCblBaHUs (racTPO-MHTECTUHaNbHbIE 3aGoneBaHusi, CUHAPOM Manbabcopbuuu, GepeMeHHOCTb),
Hehpo3bl, rMNOTMPONAM3M. MOBBILLEHWE CbIBOPOTOYHOTO Xernesa HabriofaloTcs npyu  paspyLueHun
3PUTPOLIMTOB, MPU CHIDKEHUM CUHTE3a SPUTPOLIMTOB, NPW FEMOXPOMATo3e, MOBPEXAEHUN MEYeHH,
nedvumte BUTaMuHa B6, n3bbITO4HOM NeYeHnn XKene3om, NOBTOPHOM NePEnBaHM KPOBU, HedpuTax,
OTPaBMEHNN CBUHLIOM.

OXCC npegcraBnsieT coboit  MakcumanbHOe KONMUYEeCTBO Kenesa,
CbIBOPOTOYHbIE BErKku.

YeenuyeHne OXXCC moxeT 6bITb CBA3AHO C yBENMYEHMEM NPOU3BOACTBA anoTpaHcdeppuHa , néo ¢
noBbILLIEHNEM (hEPPUTMHA, @ TakKe NpKU renaToLenmoNsapHOM Hekpose.

CHmxeHne OXXCC moxeT Habnoaatbesi Mpu LMppo3e NeyYeHn, npu remoxpomarose, Kak BCreacTBue
Aeduumta deppuTiHa, Npu Hedpose, 0bycroBneHHOM AedrUUTOM anoTpaHcdeppuHa.

KOTOpoe MOryT cBs3aTb

MPUHLMIN METOOA

WoHbl xene3a TpexBaneHTHble BbICBOGOXAAIOTCS U3 KOMMEKCa Xene3o-TpaHcepuH CbIBOPOTKY KPOBU
1 BOCCTaHaBNMBAlOTCS Mofj AeNCTBMEM Kucroro paboyero pacTBopa, COAEpXallero BOCCTaHoBUTEMb
(rMOpoKCUnamMuH rMApoOXNopuA) B WOHBI JKenesa [AByxBaneHTHoro. 3atem, nocrne po6aeneHust
heppoanHa, 06pasyeTcsi yCTONUMBBIN, OKpaLLEHHbIV JKene30-theppo3vHOBbIN KOMNIEKC (pHUONETOoBbIN),
WHTEHCUBHOCTb OKpPacky KOTOPOTO NponopLuoHarnbHa KOHLEHTpaLum xernesa B obpasue v namepsieTcs
boTomeTpuryecku npu 570 Hm.

CocTaB peareHToB

R1

AuetaTHbit 6ycbep (pH 4,5)
MapoKcunamuH ruapoxnopua,
R2

122 mmone/n
220 mmonb/n

MmagpokcunamuH ruppoxropus, 220 mmonb/n

deppoanH > 3,0 mmonk/n
CraHpapt
XKeneso 500 mkr/an (89,5 Mkmonb/n)

NPUrOTOBNEHUE PABOYEIO PEATEHTA
PeareHTbl X1akve, rotosble K MCNonb3oBaHuIo.

XPAHEHUE U CTABUIIBHOCTb PABOYUX PEAFEHTOB
PeareHTbl cTabunbHb! A0 AOCTMXKEHUS yKa3aHHOro Cpoka rogHoOCTU, ecrnii XpaHsaTca npu 2 - 8°C, B
3aLUMLEHHOM OT CBETa MecTe.
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[AnuHa BonH: Hg 560 Hm
OnTuyeckuin NyThb: 1cm
Temnepatypa: 37°C
WamepeHue: NpOTUB peareHTa CpaBHeHUs (BnaHk).
MuneTtupoBaHue Bnank Cranpapt O6pasey
ca C
CraHpapt - 200 mkn -
[Ovctun. Boga 200 mkn - -
Kene3so BydepR1 1000 mkn 1000 mkn 1000 mkn
CwmeLuatb, M3mepuTb nornoLuerve A1ct/obp Ao6asuT:
YKeneso(ugeTHoit peareHT) R2 | 250 Mkn 250 mkn 250 mkn
CwmeLuarb, MHKy6nposaTs 10 MuH npu 37°C , N3MepuTb NornoLLeHne A2CT./obp.

KANUBPOBKA
Mbl pekomeHayem Ans kanMbpoBKM UCMONb3oBaTk CTaHAAPT, BXOASALLMIA B cocTaB Habopa.

KOHTPOIb KAYECTBA
[Ans npoBeaeHUs KOHTPONS KayecTBa PEKOMEHAYIOTCA KOHTpOrbHble cbiBopoTku: SPBA HOPMA, Kart.
No. BLT00080, OPBA MNATOJOIMA, Kat. No. BLT00081.

PACYET

AA 2 06p. — A106p
Cxenesa = KOHLL.CT. X [ mMkr/an, Mkmonb/n]

A2ctaHp — A1 ctang

KO3®OUUMEHT NEPECYETA
mkr/gn x 0,179 = Mkmonb/n

HOPMAJbHBIE BENTUYUHbBI

KeHLWmHbI: 50 — 170 mkr/an (9,0 — 30,4)mkmonb/n)
My>XunHbI: 65 — 175 mkr/an (11,6 — 31,3) mkmonb/n)
HoBopoxzaeHHble: 100 — 250 mkr/an (17,9 — 44,8)mkmonb/n)
[leTn nepBoro roga XKusHu: 40 — 100 mkr/an (7,2 — 17,9 Mkmonb/n)
Aetn: 50 — 120 mkr/an (9,0 — 21,5 mkmonb/n)

Ha ypoBeHb xenesa B CbIBOPOTKE BMMSET MHOTO (HaKTOpOB: AMETa, MOf, BO3PacT, dusnyeckas
aKTUBHOCTb, (Pa3a MEHCTPyanbHOro LMKna, GepeMeHHOCTb, YCIIOBUSI OKpyXKatoLlel cpeabl, a Takke
CyTO4HbIE konebaHus.

Kone6anus xenesa B Hopme: 20 — 55%.

Mg AyeT paccMaTpuBaTh Kak OPMeHTUpPoBOYHbIe. Kaxaon
paTopun p Tb CBOM 1.

3HaueHus BeNnUMH
311 3HayeHus HOpMarbHbIX BENMUYUH Bbinu nony4yeHbl Ha aBTOMaTtU4eCKOM aHanusaTtope cepun XL.
Pesynbratl MOryT OTAMYaTLCH, €CMU OMPEAENeHWs NPOBOAWMM Ha APYroM TWne aHanusatopa.

Pa6oune xapakTepucTmkn
quCTBMTEﬂbHOCTb:
JInHeitHoCTL:

ﬂpenenbl onpeaeneHuvs :

8,66 mkr/an (1,55 mkmonb/n)
890 mkr/an (160 mkmonb/n)
8,66 - 890mkr/an (1,55 — 160 mMkmonb/n)

QUALITY SYSTEM CERTIFIED
1SO 9001 ISO 13485

€rba

XL SysPack
BOCMPOU3BOAUMOCTb
BuyTy i cp pud sD cv
3HauyeHue (MKr/an) (mkr/ign) (%)
O6pasey — 1 101 2,8 2,84
O6pasel — 2 247 4.4 1,78

CPABHEHWE METOOB
CpaBHeHune 6bino npoBeaeHo Ha 40 obpasuax ¢ ucrnonbaosaHnem OPBA peareHToB Ans onpeaeneHns
xenesa
(cheppo3nHOBLIM METOAOM) (y) M MMEILMUXCH B Mpofaxe peareHToB C KOMMepHYecku AOCTYMHOI
MEeToANKON (X).
Pesynerathl: y = 0,973x - 2,715 (mkr/an)

r=0,989

CNEUM®UYHOCTDL / BNIUAIOLWMUE BELLECTBA
Femorno6uH go 100 mr/an, Bunupybud go 20 mr/gn, Tpurnuuepuabl 4o 1250 Mr/an  He BAMSIIOT Ha
pesynbrarthbl.

MEPbI MPEAOCTOPOXHOCTU

Habop peareHToB npeHa3sHayeH Ans in vitro AMarHoCTVKM NpoheccoHansHo 0ByYeHHbIM nabopaHToM.
CTaHpgapT M3roTOBMEH Ha OCHOBE HOPMArlbHOWM YerioBEYECKOW CbIBOPOTKWA AOHOPOB, TECTUPOBAHHO
METOAOM WMMYHO(EPMEHTHOrO aHannsa u PWA anarHocTukoi Ha OTCYTCTBME aHTUTen K BUpYCY
nMmyHogeduumta Yenoseka (BWY), k Bupycy renatuta C v K MOBEPXHOCTHOMY aHTWUreHy BUpyca
renatuta B. Bo Bpems pabotel cobnioaatk Bce npaeuna oblieit GesonacHocTn, kak npu paote ¢
NOTEHUMaNLHO MHAMLIMPOBAHHBLIM MaTeprUanom.

Pearentbl R1, R2, R3 u craHgapt, cogepxat 1,5 % rugpokcunammHa
KnaccudunumMpyloTes, Kak kaHUEeporeH kateropum 2.

Pearent R1 1 R2 copepxat meree 0,1% asnga HaTpus - KnaccuguLMPYeTCst Kak 04eHb TOKCUYHOE 1
onacHoe BELLECTBO [1115 OKpYXaloLLen cpeabl.

rmgpoxnopuga w“

R1, R2 n R3 Cranpaprt :

Mpepynpexaexvie
KpaTkas xapakTrepucTuka onacHocTu:
H317 MoxeT BblI3blBaTb annepruyeckyto KOXHYI peakumio.
H351 lMpeanonoxuTensHo BbI3biBAET pak (M3MNOXWTb NyTb BO3AEWCTBUS, €CNU SBHO [OKas3aHo, YTo
HUKaKne apyrve nyTu BO3AenCTBIA He Bbi3blBatoT Takoil ONacHOCTH).
Mepbi NpeiOCTOPOXHOCTH:
P202 He npuctynatb k 06paboTke 40 TeX Mop, Nnoka He NpoYnTaHa U He NoHsTa MHopMaLMs 0 Mepax
NpPeaoCTOPOXHOCTU.
P261 U3beratb BAbIXaHWs Nbinu/gsiMa/rasa/ TymaHa/napos/pacnbinutenei XXWaKocTu.
P280 Monb3oBaTbes 3aLUTHLIMU NepYaTKamMu/3aLLUTHON oaexaoi/ cpeacTBamu 3alwuThl rmas/nuua.
P302+352 NPY MOMAOAHWN HA KOXY: MpombiTe GOMbLIMM KONIMYECTBOM BOABI.
P308+P313 MPW okasaHuu Bo3aeiicTns unu obecriokoeHHocT: OBpaTtuTbes k Bpady.
P333+P313 Mpu pasapaxxeHny KOXW Unu NOsIBREHNM Chinu: 06paTuTbCs K Bpady.

YTUNU3ALUUA UCNONB30BAHHbLIX MATEPUANIOB
B cOOTBETCTBUM C CYLIECTBYIOLLMMM B KaX/I0/ CTpaHe npaBunamn Ans [aHHOTo Baa maTtepuana.

M Erba Lachema s.r.o0., Karasek 1d, 621 00 Brno, CZ
e-mail: diagnostics@erbalachema.com, www.erbamannheim.com

N/67/15/D/INT  Jama npoeedeHus nocredHezo koHmpons: 13.11. 2015
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ASSAY PARAMETERS (conventional units)

ASSAY PARAMETERS (Sl units)

XL-100 XL-200 XL-300/600 XL-100 XL-200 XL-300/600
Instrument EM-100 EM-200 EM-360 | XL-640 XL-1000 | XL-180 | Instrument EM-100 EM-200 EM-360 | XL-640 | XL-1000 | XL-180 |
Test Details Test Details
Test FE FE FE FE FE FE Test FE FE FE FE FE FE
Test Code 54 54 54 54 54 54 Test Code 54 54 54 54 54 54
Report Name Iron Iron Iron Iron Iron Iron Report Name Iron Iron Iron Iron Iron Iron
Unit pg/dl pg/dl pg/dl pg/dl pg/dl pg/dl Unit pmol/l pmol/l pmol/l pmol/l pymol/l pymol/l
Decimal Places 1 1 1 1 1 1 Decimal Places 2 2 2 2 2 2
Wavelength-Primary 578 578 570 570 570 578 Wavelength-Primary 578 578 570 570 570 578
Wavelength-Secondary 700 700 700 700 700 700 Wavelength-Secondary 700 700 700 700 700 700
Assay type 2-Point 2-Point 2-Point 2-Point 2-Point 2-Point Assay type 2-Point 2-Point 2-Point 2-Point 2-Point 2-Point
Curve type Linear Linear Linear Linear Linear Linear Curve type Linear Linear Linear Linear Linear Linear
M1 Start 16 15 12 22 9 16 M1 Start 16 15 12 22 9 16
M1 End 16 15 12 22 9 16 M1 End 16 15 12 22 9 16
M2 Start 34 36 44 62 29 34 M2 Start 34 36 44 62 29 34
M2 End 34 36 44 62 31 34 M2 End 34 36 44 62 31 34
Sample replicates 1 1 1 1 1 1 Sample replicates 1 1 1 1 1 1
Standard replicates 3 3 3 3 3 3 Standard replicates 3 3 3 3 3 3
Control replicates 1 1 1 1 1 1 Control replicates 1 1 1 1 1 1
Control interval 0 0 0 0 0 0 Control interval 0 0 0 0 0 0
Reaction Direction Increasing Increasing Increasing Increasing Increasing Increasing Reaction Direction Increasing Increasing Increasing Increasing Increasing Increasing
React. Abs. Limit 0.8 0.8 0.8 0.8 0.8 0.8 React. Abs. Limit 0.8 0.8 0.8 0.8 0.8 0.8
Prozone Limit % 0 0 0 0 0 0 Prozone Limit % 0 0 0 0 0 0
Prozone Check Lower Lower Lower Lower Lower Lower Prozone Check Lower Lower Lower Lower Lower Lower
Linearity Limit % 0 0 0 0 0 0 Linearity Limit % 0 0 0 0 0 0
Delta Abs/Min 0 0 0 0 0 0 Delta Abs/Min 0 0 0 0 0 0
Technical Minimum 8.66 8.66 8.66 8.66 8.66 8.66 Technical Minimum 1.55 1.55 1.55 1.55 1.55 1.55
Technical Maximum 890 890 890 890 890 890 Technical Maximum 159.3 159.3 159.3 159.3 159.3 159.3
Y=aX+b Y=aX+b
a= 1 1 1 1 1 1 a= 1 1 1 1 1 1
b= 0 0 0 0 0 0 b= 0 0 0 0 0 0
Reagent Abs Min 0 0 0 0 0 0 Reagent Abs Min 0 0 0 0 0 0
Reagent Abs Max 0.2 0.2 0.2 0.2 0.2 0.2 Reagent Abs Max 0.2 0.2 0.2 0.2 0.2 0.2
Auto Rerun No No No No No No Auto Rerun No No No No No No
Total Reagents 2 2 2 2 2 2 Total Reagents 2 2 2 2 2 2
Reagent R1 FER1 FER1 FER1 FE R1 FE R1 FE R1 Reagent R1 FE R1 FE R1 FE R1 FER1 FER1 FE R1
Reagent R2 FE R2 FE R2 FE R2 FE R2 FE R2 FE R2 Reagent R2 FE R2 FE R2 FE R2 FE R2 FE R2 FE R2
Reagent R3 NA NA NA NA NA NA Reagent R3 NA NA NA NA NA NA
Test Volumes Test Volumes
Test FE FE FE FE FE FE Test FE FE FE FE FE FE
Sample Type SERUM SERUM SERUM SERUM SERUM SERUM Sample Type SERUM SERUM SERUM SERUM SERUM SERUM
Sample Volumes Sample Vol
Normal 30 30 30 30 25 30 Normal 30 30 30 30 25 30
Dilution Ratio 1 1 1 1 1 1 Dilution Ratio 1 1 1 1 1 1
Increase 60 60 60 60 50 60 Increase 60 60 60 60 50 60
Dilution Ratio 1 1 1 1 1 1 Dilution Ratio 1 1 1 1 1 1
Decrease 10 10 10 10 5 10 Decrease 10 10 10 10 5 10
Dilution Ratio 5 5 1 5 5 5 Dilution Ratio 5 5 1 5 5 5
Standard volume 30 30 30 30 25 30 Standard volume 30 30 30 30 25 30
Reagent Volumes and Stirrer speed Reagent Volumes and Stirrer speed
RGT-1 Volume 200 200 200 200 160 200 RGT-1 Volume 200 200 200 200 160 200
R1 Stirrer Speed High High NA High High High R1 Stirrer Speed High High NA High High High
RGT-2 Volume 50 50 50 50 40 50 RGT-2 Volume 50 50 50 50 40 50
R2 Stirrer Speed High High NA High High High R2 Stirrer Speed High High NA High High High
RGT-3 Volume 0 0 0 0 0 0 RGT-3 Volume 0 0 0 0 0 0
R3 Stirrer Speed NA NA NA NA NA NA R3 Stirrer Speed NA NA NA NA NA NA
Reference Ranges Reference Ranges
Test FE FE FE FE FE FE Test FE FE FE FE FE FE
Sample Type SERUM SERUM SERUM SERUM SERUM SERUM Sample Type SERUM SERUM SERUM SERUM SERUM SERUM
Reference Range Default Default Default Default Default Default Reference Range Default Default Default Default Default Default
Category Male Category Male
Normal-Lower Limit 65 65 65 65 65 65 Normal-Lower Limit 11.6 11.6 11.6 11.6 11.6 11.6
Normal-Upper Limit 175 175 175 175 175 175 Normal-Upper Limit 31.3 31.3 31.3 31.3 31.3 31.3
Panic-Lower Limit NA NA NA NA NA NA Panic-Lower Limit NA NA NA NA NA NA
Panic-Upper Limit NA NA NA NA NA NA Panic-Upper Limit NA NA NA NA NA NA
Category Female Category Female
Normal-Lower Limit 50 50 50 50 50 50 Normal-Lower Limit 8.95 8.95 8.95 8.95 8.95 8.95
Normal-Upper Limit 170 170 170 170 170 170 Normal-Upper Limit 304 30.4 30.4 30.4 30.4 304
Panic-Lower Limit NA NA NA NA NA NA Panic-Lower Limit NA NA NA NA NA NA
Panic-Upper Limit NA NA NA NA NA NA Panic-Upper Limit NA NA NA NA NA NA
Revision Number Revision Number
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Revision FE-1 FE-1 FE-1 FE-1 FE-1 FE-1 Revision FE-1 FE-1 FE-1 FE-1 FE-1 FE-1
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- Lot Number c CE Mark - Device comply with Storage Temperature
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