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Generic Name : Ferritin Kit (Particle-enh: .
Immunoturbidimetric Assay Method) ﬁfghally Slgned by IurChf

Abbreviated name: FER Date: 2026.02.02 15:20:1
Order Information D . .
Cat. No. Packige sy MetdSign Signat
FER0202 R1 2x18 mL+ R2 2x Joemation: Moldova
FER0203 R11x12 mL + R2 1
FER0204 R1 1x20 mL + R2 1?1M®LDOVA EUROPEA
FER0302 R1 2x18 mL+ R2 2x
FER0303 R1 1x12 mL + R2 1x7 mL + Cal 4x2 mL
FER0304 R1 1x20 mL + R2 1x12 mL + Cal 4x2 mL
FER1302 R1 1x12 mL + R2 1x7 mL + Cal 4x2 mL

Intended use

In vitro test for the quantitative determination of FER concentration in
serum or plasma on photometric systems.

Summary

Ferritin is the iron storage protein with a molecular weight of approximately
450KD.Ferritin is mainly detectable in liver, spleen and bone marrow and is
also found in human serum with small amounts. Serum ferritin
concentration usually reflects body iron stores and is considered as one of
the most reliable indicators of iron status of patients.

Whereas elevated concentration of ferritin may occur due to cell destruction,
liver disease, tumor cell production and chronic inflammation, low level
ferritin is always indicative of an iron deficiency.

Method

Particle-enhanced Immunoturbidimetric Assay Method

Reaction Principle

When Latex bounded with anti-ferritin antibodies reacts with the antigen in
the sample, agglutination occurs. This agglutination is detected as an
absorbance change which is proportional to ferritin concentration in the
sample. The actual concentration is then determined by a calibration curve
prepared from calibrators of known concentration.

Reagents
C and
R1 Tris buffer 20 mmol/L
Preservative 0.5g/L
Latex coated with anti-human FER antibody 0.15w/v%
R2 s
Preservative 1g/L
Cal Human FER /

Warnings and precautions

2024-04, English 1-1 P/N: 046-002925-00 (8.0)



FER mindray

1.Forin vitro diagnostic use only.

2.All products derived from human source have been tested HBsAg, HIV
antibody, and HCV antibody negative. However, as no testing method can
rule out the potential risk of infection with absolutely certainty, the
material should be considered potential infectious.

3.Take appropriate precautions for the use of laboratory reagents. Do not
swallow and Avoid contact with skin and mucous membranes.

4.When the reagent accidentally enters the eyes and mouth, or contact with
the skin, immediately wash with plenty of water. If necessary, visit the
doctor for further medical treatment.

5.Disposal of all waste material should be in accordance with local
guidelines.

6.Do not allow to mix reagents with different lots.

7.Avoid direct exposure to sunlight and freezing. The results can not be
assured when stored at inappropriate condition.

8.Do not use the product after its expiration date, as the reliability of the
measured values cannot be assured after this date.

9.Material safety data sheet is available for professional user on request.

Reagent Preparation

R1: Ready to use

R2: Ready to use

Calibrator Preparation

Calibrators are ready to use.

Storage and stability

Up to expiration date indicated on the label, when stored unopened at 2-8°C

and protected from light.

Once opened, the R1 and R2 reagent is stable for 28 days when refrigerated

on the analyzer or refrigerator.

Once opened, the calibrator is stable for 14 days at 2-8°C and protected

from light.

Contamination of the reagents must be avoided.

Do not freeze the reagents.

Reagent blank absorbency

The absorbance of FER reagent blank at 570 nm should be >0.5 A.

Materials required but not provided

1.Calibrators: FER Calibrator, Cat.No.OSF181 or within FER kit.

2.Controls: FER Control, Cat.No.OQM161.

3.NaCl solution 9 g/L.

4.General laboratory equipments.

Specimen collection and preparation

a)Human Serum or heparinized plasma is suitable for samples.

2024-04, English 1-2 P/N: 046-002925-00 (8.0)



FER mindray
b)Samples Stability:

7 days at 20-25°C

7 days at 4-8°C

1 year at -20°C (only freeze once)
Assay procedure

Blank Sample
Reagent 1 100 pL 100 pL
Dist. water 5uL -
Sample - 5L
Mix and incubate at 37°C 4 min, then add:
Reagent 2 50 pL 50 pL

Mix thoroughly at 37°C, and read the absorbance (A Blank) , then read the
absorbance (A Sample)again 3 min. later.

= [A Sample]- [A Blank]

Calibration
1.1t is recommended to use Mindray calibrators and 9 g/L NaCl for multipoint
calibration.
2.Traceability of the calibrator: This method has been standardized against
WHO Standard 94/572.
3.Calibration frequency:28 days
It is recommended to calibrate when new working reagent is made.
After reagent lot changed.
As required following quality control procedures.
Quality control
Two level control materials should be analyzed with each batch of samples.
In addition, the controls should be run with each new calibration, with each
new reagent cartridge, and after specific maintenance or troubleshooting
procedures as detailed in the appropriate system manual.
We recommend using the supporting controls to verify the performance of
the measurement procedure; other suitable control material can be used in
addition.
Each laboratory should establish its own internal quality control scheme and
procedures for corrective action if control can not recover within the
acceptable tolerances.
Calculation
The analyzer calculates the FER concentration of each sample automatically
after calibration.
Conversion factor: pg /mL x 10-3= ng/mL
Reference Intervals
Each laboratory should establish its own reference intervals based upon its
patient population. The reference intervals measured at 37°C listed below
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were taken from literature:

Sample Type S.I. Units
s Pl Male:30-400 ng/mL
erum/Plasma Ferale: 15-150 ng/mL

Performance Characteristics

Representative performance data obtained from Mindray system (Mindray BS
series analyzers / Mindray FER Reagent) is given below. Results may vary if a
different instrument, an individual laboratory or a manual procedure is used.
Limitations-interference

The following substances were tested for interference with this methodology.
Criterion: Recovery within £10 % of initial value.

Substance Level Tested Observed Effect
Intralipid 150 mg/dL NSI*
Bilirubin 40 mg/dL NSI®

Hemoglobin 500 mg/dL NSI

* NSI: No Significant Interference (within £10%)

Linearity Range
The Mindray System provides the following analytical ranges:

Sample Type S.I. Units

Serum/Plasma 10~1000 ng/mL
If the value of sample exceeds 1000 ng/mL, the sample should be diluted
with 9 g/L NaCl solution (e.g. 1+ 9) and the result should be multiplied by
10.
Analytic itivity/Limit of D
The lowest measurable FER concentration that can be distinguished from
zero is 10 ng/mL with 99.7% confidence.
Precision
Precision performance using the CLSI Approved Guideline EP5-A2 to assay
serum control appears in the table below. U: ng/mL

Level 1 Level 2
Type of v v
Imprecision Mean SD (%) Mean sb (%)
Within-run 1.48 1.38 2.02 0.70
Between-run 0.88 0.82 1.76 0.61
Between-day 107.31 2.31 2.16 289.19 1.43 0.50
Within-device 2.89 2.69 3.04 1.05

Method Comparison

A comparison between Mindray System (Mindray BS series analyzers
/Mindray FER Reagent) (y) and Hitachi System (Hitachi analyzer/FER
Reagent) (x) using 40 samples gave following correlation (ng/mL):
y=0.9941x+0.7063, R?=0.9883
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Details of the comparison experiments are available on request.
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HenaTeH Ha6op ansa
deppuTnH (YcuneHHblit yactuuammn Yy P n
MeToa onpeaeneHus)
Ci FER
dop! Aans ogop 3akasa
N2 no kar. a. Py
FER0202 R12x18 mn + R2 2x10 mn
FER0203 R1 1x12mMn + R2 1x7 mn
FER0204 R1 1x20 mMn + R2 1x12 mn
FER0302 R1 2x18 mn + R2 2x10 mn+ Cal 4x2 mn
FER0303 R1 1x12mMn + R2 1x7 mn + Cal 4x2 mn
FER0304 R1 1x20 mMn + R2 1x12 mn + Cal 4x2 mn
FER1302 R1 1x12 Mn + R2 1x7 mn + Cal 4x2 mn
HaszHauenune

KonuuectseHHoe onpeaeneHne KoHueHTpauun FER in vitro B cbiBopoTke nnun
nnasme c nomolibio GoToMeTpa.

KpaTtkasa cnpasBka

®eppuUTUH — 6enoK, AEMOHMPYIOWMWIA Kene3o, C MOMEKyNsipHOW Maccoi
npuénusmtensHo 450 k. ®eppuTuH o6HapyXvBaeTcs B HaubonbLUMX
KOHLEHTPaUMAX B MeYeHW, CeneseHKe M KOCTHOM Mo3re, a Takke B
He6OoNbWNX KONMYeCTBax MPUCYTCTBYET B CbIBOPOTKE KPOBW uenoseka.
KoHueHTpaums ¢epputMHa B CbIBOPOTKE O6bIYHO OTpaxaeT COCTosHWe
3anacoB Kenesa B OpraHM3Me M MpU3HAeTCs OAHMM U3 HauGonee
AOCTOBEPHbIX MHANKATOPOB 3TOr0 MokasaTens.

B TO BpeMs Kak yBesMyeHne KOHLEeHTpaummn heppuTHa MoXeT Hab/loAaTbes
B CBA3M C KNETOYHOW AeCTpykuMeid, npu 3abonesaHnsx neueHu,
06pa3oBaHMM  OMyXO/IeBbIX KIETOK M  XPOHWYECKOM BOCManuTesbHOM
npouecce, HW3KMii ypoBeHb (eppuTMHa Bceraa CBUAETENbCTBYET O
AedunumnTe Xenesa B opraHusme.

Metop

YcuneHHsli 4acTuuaMmn MMMyHOTYpEMAMMETPUYECKUIA METOA onpeaeneHns
MpuHUMN peakuun

B pesynbTaTe B3aMMOAENCTBMS aHTUTEN K (eppUTMHY, MOKPbLIBAIOWINX
naTeKCHble YacTuUbl, C aHTUreHOM B Npobe MPOMUCXOAUT arrNioTUHAUMS.
Mpouecc arrfOTMHaUMA OMpeAensieTcs Mo W3MEHEHMIo  OMTUYeCKoit
NNOTHOCTU Npo6bl, CTeneHb KOTOPOro MPOMOPLMOHANbHA KOHLEHTpaUMu
eppuTMHa B Npobe. PaKTMYeckoe 3HauYeHNe KOHLEHTpaLnmM onpeaenseTcs
3aTeM no KanMbpoBOYHOM KpWUBOW, CHOPMUPOBAHHOW MpWU aHanuse
KanMBpoBOYHbIX NPO6 C U3BECTHOM KOHLEHTpaLlMel BellecTsa.

PeareHTbl

KOMMOHEHTbI M MX KOHUEHTpaums
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R1 Tpuc-6ydep 20 mmonb/n
KoHcepBaHT 0,5 r/n
JlaTekcHble 4acTuLbl, NOKPbITbIE 0,15%
R2 aHTMTEeNnamMm K yenoseveckomy FER (macca/o6bem)
KoHcepBaHT 1r/n
Cal Jioackas FER /
Mpeny W Mepbl n

1.Tonbko ANS AMArHOCTMKM in vitro.

2.Bce npobbl, MoslydeHHble OT YeoBeka, JO/KHbI GbITh MPOAHANN3MPOBaHbI

Ha OTCYTCTBME NOBEPXHOCTHOIO @HTUreHa BUpYCa renatuta B, aHTuTen k

supycy BMY u aHTuten k Bupycy renatuta C. OaHako, B CBS3M C TeM, YTO

CyWecTsyloWiMe MEeTOAbI OMpeaeneHns He MCKIIoualT ¢ abconoTHon

[IOCTOBEPHOCTbIO MOTEHUMANbHBIA PUCK HAanuuusi MHdEKUUM, npobel

ClleflyeT cunTaTh NOTEHUMANbHO UH(BULMPOBAHHBIMA.

.Mpn paboTe c nabopaTopHbIMU peareHTamMmm cobniopaiite

COOTBETCTBYIOWME Mepbl MPEJOCTOPOXHOCTU. He ponyckaiite  nx

NonajaHunst B POT 1 KOHTAKTa C KOXKEWN U CIIM3UCTbIMU 060/I0HKaMM.

4.Mpwn cnyyaitHoM NonajaHuy peareHTa B rnasa WM poTOBYIO MONOCTb, @
TaKKe Ha KOXY HeMeANeHHO O6WIbHO MpoMoiiTe 3TO MecTo BoaoW. Mpn
Heo6xoANMOCTM 06paTuTech K Bpady ANS MONYYEHWS MEeAULMHCKOM
NoMOLLM.

5.YTUnu3aums BCeX OTXOAOB AO/KHA MNPOBOAWTLCA B COOTBETCTBMM C

MECTHbIM 3aKOHOAATENbCTBOM.

.He fonyckaiiTe cMeWMBaHNA peareHToB 13 PasHbIX NapTyii.

Mckntounte Bo3AeiCTBME Ha peareHTbl MPAMOrO CONHEUHOrO CBETa U WX

3amopaxusaHne. Mpu  Heco6/l0AeHMN  COOTBETCTBYIOWMX  YCOBWA

XPaHEeHUs peareHToB MoJyyeHne KOPPEeKTHbIX Pe3ysibTaToB aHanu3os He

rapaHTupyercs.

8.He 1cnonb3yiiTe peareHTbl C UCTEKWNM CPOKOM FOAHOCTU, TaK Kak B 3TOM
Cnyyae OTCYTCTBYET rapaHTUs MONyYEHUs KOPPEKTHbIX Pe3y/ibTaTos
aHanusa.

9.Macnopt 6esonacHocTi maTepuana npenoctasnseTcsa
npodeccroHanbHOMy MoNb30BaTeNo Mo 3anpocy.

NMpuroTosneHne pearexTa

R1: TOTOB K MCMONb30BaHUIO

R2: TOTOB K MCMONb30BaHUIO

Npurotosnexne kanu6patopa

Kanu6paTop roTos K UCrosb30BaHuIo.

XpaHeHue u cTabnIbHOCTL

[0 UCTeUEeHUs CPoKa rOAHOCTY, YKa3aHHOrO Ha 3TUKETKe, NpU XpaHeHun B

w

N o
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3aKpbITO ynakoBke npu TemnepaType 2-8°C B 3aliMLIEHHOM OT CBeTa
mecTe.
Mocne BCKPbITUS ynakoBku peareHTbl R1 1 R2 ctabunbHbl B TedeHue 28 aHei
Npu XpaHeHUn B OXNaXAEHHOM BMAE B aHANM3aToOpe UAun XONoAWIbHUKE.
Mocne pacTBOpeHMs KOHTPOJIb OCTAETCS YCTOMUMBLIM B TedeHue 14 aHeit npn
2-8°C,yKa3aHHOro Ha 3TUKeTKe.
HEOGXOIJVIMO 3awmuiaTe peareHTbl OT 3arpsAsHeHus.
3anpeLuaeTcﬂ 3aMOpaxuBaTb peareHTbl.
OonTUyeckas NJIOTHOCTb XOJIOCTOrO peareHTa
OnTnyeckass NNOTHOCTb XOJIOCTOrO peareHTa Ans onpeaeneHus FER npm
ANVHe BONHbI 570 HM AloNXHa cocTaenste > 0,5 A.
Mma He B T

1.Kann6patopsl: Kanubpatop ans onpeaenenns FER, N2 no kaT. OSF181

Wnu BHyTpU Habop FER.
2.KoHTponbHble MaTepuanbl: KOHTPONbHbI MaTepuan Ans onpeaeneHns

FER, N2 no kat. OQM161.
3.Pacteop NaCl 9 r/n.
4.NlabopaTopHoe o60pyAoBaHMe 06LIero HasHauyeHus.
OT60p M NnoaroToBka Npo6bi
a)B kayecTse Npo6 MOXET WUCMO/b30BaTLCS YeNoBeyeckas CbIBOPOTKa UK

renapvHU3VpoBaHHas nnasma.
b)CrabunbHocTb Npo6: 7 AHelt npu 20-25°C

7 AHelt npu 4-8°C
1 roa npun-20°C (ToNbko OAHOKpPaTHas 3aMOpo3Ka)

n aHanusa

Xonocrtas npo6a Mpo6a
PearenTt 1 100 pKA 100 pKA
Awncr. Boaa 5 HKA -

Mpo6a - 5 HKA
Mepemelwatb 1 MHKY6MpoBaTb Npu TemnepaTtype 37°C 4 MUH, 3aTeM
BHECTY:

PeareHT 2 50 KA 50 KA

TwartenbHo nepemellatb Npu Temnepatype 37°C u onpeaenuts
ONTUYECKYIO NNOTHOCTL (XONOCTOM NPobbl A), 3aTeM BHOBbL OMpeaeuTs
ONTUYECKYIO NNOTHOCTb (NPobbl A) Yepes 3 MUH .

AA = [A npo6bl]- [A x0n10C€TOM Npo6bi]

Kanu6poeka

1./115% MHOrOTOYEUHOM KanUBPOBKM PEKOMEHAYETCS CMONbL30BaTh
kanuépaTopbl NPoM3BoACTBa KoMnaHun Mindray u pactsop 9 r/n NaCl.

2.MpoCNexnBaeMoCTb U3MEpPeHUil kanubparopa: STOT METoA
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CTaHAapTU30BaH B coOTBETCTBUM co CTaHaapTom BO3 94/572.
3.MeproanyHOCTb KanMbpoBKK: kaxable 28 AHel

PekomeHayeTcs NpoBOAUTb KanuBpPOBKY MPU MCMONb30BaHUW HOBOrO

pabouero peareHTa.

Mocne 3ameHbl napTun peareHToB.

Mo mepe Heo6x0AMMOCTV B COOTBETCTBMW C MpOLEAypamu KOHTPONs

KayecTBa.
KoHTponb kayecTBa
ﬂ]’lﬂ Ka)KlZlOVI napTum np06 aieayetr  aHanu3upoBaTb  KOHTPOJibHbIE
maTtepuanbl ABYX \/pOEHeVI. KpOMe TOro, HeOGXOLlVIMO BbINOMHATE aHanu3
KOHTPO/IbHbIX MaTepuanos B npouecce Ka)KAOﬁ HOBOW KanMGpOBKM, c
KaxAblM HOBbIM KapTpuAXeM peareHTa, a TakxXxe nocne naaHoBoro
TEXHUYECKOoro 0601\/)KVIEBHVIF| W PEMOHTHbIX p360T B COOTBETCTBUM C
PYKOBOACTBOM MO 3KCNlyataunu KOHerTHOVI CUCTEMBI.
Ana oueHkn 3(deKTMBHOCTM Npouesypbl W3MepeHWs peKoMeHAyeTcs

MCMoJb30BaTh MOC AONONHU KOHTPOJIbHbIE MaTepwarbl.
Kpome TOro, MOXHO WCMO/b30BaTb APYrue MOAXOASWME KOHTPOSbHbIE
MaTtepuansl.

B Kkaxaoii nabopaTopun CneayeT yCTaHOBUTL COBCTBEHHYIO CXeMy KOHTPONs
KayecTsa W MNOPSAOK BBINOMHEHUS KOPPEKTUPYIOWMX AEMCTBUI B Tex
Ccnyyasx, Koraa pesynbTaTbl KOHTPO/IbHbIX OMpeaeneHnii BLIXOAST 3a paMku
AONYCTUMbIX AMANA30HOB.

Bbluncnenuns

Mocne kanM6pPOBKYM aHaNN3aTOP aBTOMATUYECKM BBIMUC/ISIET KOHLIEHTPALIMIO
FER B kaxaoii npo6e.

KoaddurumeHT nepecyeta: Mkr/Mnx 1 0~
PedepeHTHbIE MHTEPBaNbI

B kaxaoit nabopaTopuu cneayeT NPUHATb COBCTBEHHblE pedepeHTHble
MHTEPBa/bl C YYETOM XapaKTepUCTMK ee KOHTUHreHTa nauueHTos. Huxe
npuBeaeHbl pedepeHTHbIe WHTEpBasbl, OMpeAeneHHbIe Npu TemnepaType
37°C, 13 ony6AnKOBaHHbIX MCTOYHUKOB:

Hr/Mn

Tun npo6bi (o]

[ins MyxuunH: 30-400 Hr/mn

CblBopoTKa/nnasma: [N )eHWuH: 15-150 Hr/mn

Akecnny Xapak

HuXe npeACTaBieHbl penpeseHTaTUBHbIE 3KCM/yaTallMOHHbIE AaHHble,
NoNydYeHHble C  MCMONb30BaHWEM  MPOAYKUMM — KOMMaHuM  Mindray
(aHanusatopbl Mindray cepuu BS / peareHT Mindray FER). Pe3ynbTaTbl MOryT
OTAMYATLCA MPU  WUCMONb30BAHUM Apyroro npuGopa, B  OTAEbHOM
NabopaTopuM WK MPU BLINONHEHUN aHaNN3a BPYUHYIO.

orp. —
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Ansa oueHkn uHTepdepeHL N NPy NCNONb30BaHUM aHHO METOAUKK Bbinn
npoaHanusvpoBaHbl cneaytouine sellectsa. Kputepuit: BocctaHosnexve B

r +10 % ot oro
A Y T
Bewecrtso rpaums adbekT
WHTpanunua 150 mr/an HB*
Bunupy6un 40 mr/an HB*
Femorno6uH 500 mr/an HB

*HB: He BnuseT (B npeaenax + 10 %)

AnanasoH nMHeiHOCTM
Cucrtema Mindray obecneuymnBaeT cneayiolwve AManasoHbl U3MEpeHUii:

Tun npo6bl cun

CblBOpOTKa/nnasma: 10~1 000 Hr/mn

Ecnu koHueHTpauus BelecTtBa B npobe npesbiwaet 1 000 Hr/mn, npoby
cneayet passectv pactsopoM 9 r/n NaCl (Hanpumep, 1+ 9), a pesynbTar
cneayeT yMHOXUTb Ha 10.

AHanut y / PY

MuHumanbHas n3MmepsieMass KOHUeHTpauusa FER, oTnuyarwancs oT Hyns,
cocTaBnsieT 10 Hr/Mn ¢ AOCTOBEPHOCTbIO 99,7%.

TouHoCTb

XapakTepuCTMKM  TOYHOCTW, MOJyYEeHHbIe COFNAcHO MpuHATbIM - CLSI
(VMIHCTUTYTOM KNMHWYECKNX M NabopaTopHbiX CTaHAApPTOB) PeKOMeHAaUMaM
EP5-A2 No XMMWYECKOMY aHanv3y KOHTPOJIbHOM CbIBOPOTKM, yKa3aHbl B
NpvBEAEHHOW HWxke Tabnuue. EA: Hr/mn

tun 3nauenne 1 3mauenme 2
norpewHocTn cheaee co KB(%) chentee co KB(%)
3Hauenne 3nauenme
B onHoM aHaniae 1,48 1,38 2,02 0,70
Mesxay awanuamn 0,88 0,82 1,76 0,61
B pasHble AHKM 107,31 2,31 2,16 289,19 1,43 0,50
Ha ontom 2,89 2,69 3,04 1,05
ananiaatope

CpaBHeHMe MeToaoB

Mpu cpaBHeHUM cucTeMbl koMnaHuu Mindray (aHanusatopbl Mindray cepumn
BS /peareHT Mindray FER) (y) c cucTeMoit komnanuu Hitachi (aHanusatop
Hitachi/peareHT FER) (x) ¢ ncrnonb3osaHuem 40 npo6 nonyyeHo cneayiollee
cooTBetcTBue (Hr/mn): y=0.9941x+0.7063, R2=0.9883

TMoAPO6HbIE AaHHbIE CPABHUTENbHBIX SKCNIEPUMEHTOB MPEAOCTaBASIOTCS MO
3anpocy.
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