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MALB

Cat. No. AR A AP L X
105-006173-00 MUY B WE
105-002242-00 R1: 3x36 mL + R2: 1x20 mL
105-002243-00 R1: 3x50 mL + R2: 3x11 mL
105-006174-00 R1: 1x30 mL + R2: 1x7 mL+Cal: 5x1 mL
105-004503-00 R1: 3x36 mL + R2: 1x20 mL+Cal: 5x1 mL
105-004504-00 R1: 3x50 mL + R2: 3x11 mL+Cal: 5x1 mL

Intended Purpose

In vitro test for the quantitative determination of Microalbumin (MALB)
concentration in human urine and cerebrospinal fluid (CSF) on Mindray BS
series chemistry analyzers. It is intended to be used for diagnosing and
monitoring the therapeutic effect of albuminuria, and it could also be used
for aiding to diagnose renal diseases, blood brain barrier disorders.
Summary*

Albumin is the only non-glycosylated plasma protein with 66.3kDa, is the
critical component in plasma, and is the most important binding and
transport protein. It is synthesized in the liver and has the 19 days half-life.
Determination of albumin is clinically relevent in serum, CSF and urine.

In urine, it is known as microalbumin. A healthy kidney infiltrated and
excreted unnecessary albumin which sustain in blood as valuable protein.
Microalbumin (MALB) is defined as a condition characterized by urinary
albumin excretion above 20 mg/L in normal adults. Investigations have
established a range of 20 mg/L-200 mg/L as diagnostic for MALB.

The presence of MALB in the urine is a reliable and sensitive evidence to
diagnose earliest stage of nephropathy. MALB can be considered as an
indicator of deteriorating renal function in diabetic subjects. It also may
beneficial to control diabetes treatment program.

In CSF of healthy individuals, albumin is completely originated from the
serum, and the change of ALB ratio is a good maker of blood-brain barrier.
The albumin CSF/serum ratio is dependent on age, especially during infancy
and old age. The albumin CSF/serum ratio is a reliably quantified aid and
increased in blood brain barrier disorders, such as viral meningitis, spinal
cord tumor. By simultaneously determining IgG in CSF and serum while
taking into account the individual albumin ratios, it is possible to
differentiate between IgG originating from the blood and CNS-synthesized
immunoglobulin.
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Assay Principle
Immunoturbidimetric Assay Method
Anti-human albumin antibody + albumin
(agglutination)

When the sample is added to the R1 and R2, turbidity changes caused by
antigen-antibody reaction. The turbidity is proportional to albumin quantity
in the sample. The actual concentration is then determined by a calibration
curve prepared from calibrators of known concentration.

Immunocomplex

C
R1: Phosphate Buffer 3.030 g/L
Sodium azide 0.095%
Phosphate Buffer 2.420 g/L
R2: Goat anti-human MALB antibody 0.500 g/L
Sodium azide 0.095%
Phosphate Buffer 3.030 g/L

Calibrator: Human ALB 0.025 g/L~0.400 g/L
Sodium azide 0.095%

MALB Calibrator is a multi-point calibrator, which contains 5 different levels:

a, b, c, d, e. The calibrator values are lot-specific with the matched models

listed in the value sheet. For CSF MALB test, please scan reagent bar code on

the extra label in the box for bar-coded reagent loading.

Storage and stability

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

and protected from light.

On board in use, the reagents are stable for 30 days when refrigerated on

the analyzer. Once opened in use, the calibrator is stable for 30 days when

refrigerated at 2-8 and protected from light.

Contamination must be avoided.

Do not freeze the reagent.

Specimen collection and preparation

®m Specimen types

Urine and cerebrospinal fluid (CSF) are suitable for samples.

m Preparation for Analysis

1.Use the suitable tubes or collection containers and follow the instruction of
the manufacturer. Sample collection systems from various manufacturers
may contain differing materials which could affect the test results in some
cases, avoid effect of the materials of the tubes or other collection
containers.
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2.Specimens should be tested as soon as possible after sample collection
and pre-analytical treatment.
3.CSF sample should be better to test in one hour.
® Sample Stability
Urine®: 7 days at 15-25°C
1 month at 2-8°C
6 months at (-25)-(-15)°C
CSF: 3 days at 2-8°C
6 months at (-25)-(-15)°C
For longer storage periods, samples should be frozen at (-20°C)®. Sample
stability claims were established by manufacturer and/or based upon
references, each laboratory should establish its own sample stability criteria.
Reagent Preparation
R1 and R2 are ready to use.
Calibrator is ready to use.
Please perform scheduled maintenance and standard operation including
calibration and analysis to assure the performance of measurement system.
Materials required but not provided
1.General laboratory materials: NaCl solution 9 g/L (saline),
distilled/deionized water.
2.Calibrator and Control: Please check the section of reagent instruction of
Calibration and Quality Control.
3.Mindray BS series chemistry analyzers and General laboratory equipment.
Assay procedure

Parameters Item BS-800 chemistry analyzers
CSF: Dilution First
Sample types Urine Sample for dilution: 10 pL
Diluent (saline): 110 pL
Assay type Endpoint
Wavelength 340 nm
Reaction direction Increase
R1 187.5 pL
Sample or Calibrator 12 pL
Mix, incubate at 37°C for 4 min, read the absorbance A1, then add:
R2 30 L

Mix thoroughly, incubate at 37°C for 5 min, then read the absorbance A2,
Then calculate AA=(A2-Al)
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Parameters may vary in different chemistry analyzers, may adjust in
proportion if necessary. For Mindray BS series chemistry analyzers, Reagent
Parameters is available on request. Please refer to the appropriate operation
manual for the analyzers.
Calibration
1.1t is recommended to use the Mindray Calibrator (within the kit or MALB
Calibrator:105-002315-00 or other suitable calibrators) and 9 g/L NaCl
(saline) for multi-point calibration. The calibrator values are assigned by
Mindray standard transfer procedure and routine method. As the values of
calibrator are those of urine and CSF, the calibrator for CSF is ready for use.
The traceability process is based on ISO 175117, the analyte (measurand)
in this calibrator is traceable to the reference material ERM DA470K.
2.Calibration frequency
Calibration is stable for approximately 14 days on BS-800 chemistry
analyzers. The calibration stability may vary on different instruments,
each laboratory should set a calibration frequency in the instrument
parameters appropriate to their usage pattern.
Recalibration may be necessary when the following occur:
« As changed reagent lot.
« As required following quality control procedures or out of control.
« As executes specific maintenance or troubleshooting procedure of

chemistry analyzers.

3.The calibrator values are lot-specific with the matched models listed in the
value sheet.

Quality control

1.It is recommended to use the Mindray Control (MALB Control:
105-002316-00 or other suitable control) to verify the performance of the
measurement procedure; other suitable control material can be used in
addition.

2.Single level of control material is recommended to analyze each batch of
samples. In addition, the control should be run with each new calibration,
with each new reagent cartridge, and after specific maintenance or trouble
shooting procedures as detailed in the appropriate system manual.

3.Each laboratory should establish its own internal quality control scheme
and procedures for corrective action if control doesn’t recover within the
acceptable tolerances.

Calculation

AA=(A2-A1) sample or calibrator.

C sample = (AA sample/AA calibrator) xC calibrator.
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The BS series chemistry analyzer detects the change of absorbance(AA) and
calculates the MALB concentration of each sample automatically after
calibration.

Conversion factor: mg/L x 0.0152= pmol/L

Dilution

If the value of urine sample exceeds 300 mg/L, the sample should be diluted
with 9 g/L NaCl solution (saline) (e.g. 1+ 29) and rerun; the result should be
multiplied by 30.

If the value of CSF sample exceeds 3600 mg/L, the sample should be diluted
with 9 g/L NaCl solution (saline) (e.g. 1+ 3) and rerun; the result should be
multiplied by 4.

Expected values?

Sample Type Units
Urine < 20 mg/L
Cerebrospinal fluid < 350 mg/L

The expected value is provided from reference, and Mindray has verified it
by 140 urine samples and 246 CSF samples of people from southern China.
Each laboratory should establish its own reference intervals based upon its
particular locale and population characteristics since expected values may
vary with geography, race, sex and age.
Performance Characteristics
® Analytical Sensitivity
The Microalbumin kit has an analytical sensitivity of 4 mg/L (urine) and 48
mg/L (CSF) on BS-2000. Analytical sensitivity is defined as the lowest
concentration of analyte that can be distinguished from a sample that
contains no analyte. It is calculated as the value lying 3 standard deviations
above that of the mean from 20 replicates of an analyte-free sample.
® Measuring range
The Mindray BS series systems provide the following linearity range:

Sample Type Units

Urine 4-300 mg/L

A high concentration MALB urine sample (approximately 300 mg/L is mixed
with a low concentration sample <4 mg/L) at different ratios, generating a
series of dilutions. The MALB concentration of each dilution is determined
using Mindray System, the linearity range is demonstrated with the
correlation coefficient r=0.990. The reportable range is 4-9000 mg/L.
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Sample Type Units
CSF 48-3600 mg/L

A high concentration MALB CSF sample (approximately 3600 mg/L) is mixed
with a low concentration sample (<48 mg/L) at different ratios, generating a
series of dilutions. The MALB concentration of each dilution is determined
using Mindray System, the linearity range is demonstrated with the
correlation coefficient r>0.990. The reportable range is 48-14400 mg/L.

u Precision

Precision was determined by following CLSI Approved Guideline EP05-A38,
each sample was assayed 2 times per run, 2 runs per day, a total of 20 days.
The precision data of urine control and samples on BS-800, CSF control and
samples on BS-2000 are summarized below *,

Urine:

Specimen Type Mean Repeatability Within-Lab
(N=80) (mg/L) SD (mg/L) CV% SD (mg/L) CV %
Control 20.86 0.27 1.31 0.66 3.18
Urine 1 180.90 1.30 0.72 1.68 0.93

CSF:

Specimen Type Mean Repeatability Within-Lab
(N=80) (mg/L) SD (mg/L) CV% SD (mg/L) CV%
Control 225.23 2.53 1.12 5.21 2.32
CSF 1 129.98 2.35 1.81 4.29 3.30
CSF 2 326.31 3.71 1.14 5.77 1.77
CSF 3 454.11 6.60 1.45 9.91 2.18

*Representative data, results in different instruments, laboratories may vary.

® Analytical Specificity

The samples with different concentration interfering substance were
prepared by addition of interferent to human sample pools, and recovers are
within £10 % or £1.1 mg/L for urine samples, within £10 % or +45.0 mg/L
for CSF samples, of the corresponding control value to be considered as no
significant interference.

No significant interference was observed when the following substances
were tested for interference with this methodology. The interference studies
data of urine samples on BS-800, CSF samples on BS-2000 are summarized
below.
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Urine:

Interfering rInterfereqt . Analyte_ Rel_ 'ye
Substance ration ration D
(mg/dL) (mg/L) (%)*
Ascorbic acid 30 285.45 -0.98
Hemoglobin 300 285.26 -1.38
Bilirubin 66 153.01 -3.98
Glucose 2000 286.92 -0.93
Acetone 350 294.46 +0.57
Creatinine 500 289.75 -0.07
Urea 4200 289.79 -3.77
Urobilinogen 20 285.13 -0.28
CSF:
: Interferent Analyte Rel;

Is":::::::;: Concentration Concent‘:;tion Deviation
(mg/dL) (mg/L) (%)*
Hemoglobin 1000 290.74 +5.26
Conjugated bilirubin 40 290.39 +2.29

*Representative data, results in different instruments, laboratories may vary.

® Method Comparison

Correlation studies were performed using CLSI Approved Guideline
EP09-A3°. The Mindray System (Mindray BS-800/Mindray MALB Reagent) (y)
was compared with comparison system (HITACHI 7180/Roche MALB
Reagent) (x) using the same urine specimens. The statistical data
obtained by linear regression are shown in the table below *

Regression Fit Correlation Sample Concentration
9 Coefficient (r) (N) Range (mg/L)
y=1.045x-0.7978 0.9990 100 5.65-278.76

*Representative data, results in different instruments, laboratories may vary.

The Mindray System (Mindray BS-2000/Mindray MALB Reagent) (y) was
compared with comparison system (Siemens BN II/Siemens MALB Reagent)
(x) using the same CSF specimens. The statistical data obtained by linear
regression are shown in the table below *:

Regression Fit Correlation Sample Concentration
9 Coefficient (r) (N) Range (mg/L)
y=0.9671x-5.2243 0.9982 115 39.45-3255.94

*Representative data, results in different instruments, laboratories may vary.
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Result interpretation
The results could be affected by drugs, disease, or endogenous substances??.
When the reaction curve is abnormal, itis recommended to retest and check
the result.
Warmngs and precaution

. Forin vitro diagnostic use only. For laboratory professional use.

Z. Please take the necessary precautions for handling all laboratory
reagents.
3. Please confirm the integrity of the package before use. Do not use the

kits with damaged packages. The reagents avoid direct exposure to
sunlight and freezing. The results can't be assured when stored at
inappropriate condition.

. If unintentionally opened before used, store the reagents tightly capped
at 2-8°C and protected from light, and the stability is equally to in-use
stability.

. Do not mix reagents with different lots and bottles.

Do not use the reagents beyond the expiration date and the in-use date.
Do not mix new opened reagents with in-use reagents.
Avoid the formation of foam.

. Instability or deterioration should be suspected if there are visible signs
of leakage, precipitates or microbial growth, or if calibration or controls
do not meet the insert and/or the Mindray System criteria.

. Reliability of assay results cannot be guaranteed if the instructions in this
package insert are not followed.

. Preservative contained. Do not swallow. Avoid contact with skin and
mucous membranes.

. 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.

10.Safety data sheet is available for professional user on request.

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

guidelines.

12.The calibrator was tested with CE-marked methods and shown to be

negative for antibodies to HIV and HCV and nonreactive for HBsAg.
However, as no testing method can rule out the potential risk of infection
with absolute certainty, so this material should be handled as a patient
specimen.

13.All human material should be considered potentially infectious.

14.All identified risks have been reduced as far as possible without adversely

affecting the benefit-risk ratio, and the overall residual risk is acceptable.
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15.Any serious incident that has occurred in relation to the device shall be
reported to the manufacturer and the competent authority of the Member
State in which the user and/or the patient is established.
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Graphical symbols

Ce. [ &

In Vitro Diagnostic  Unique device European Consult Instructions  Use-by
medical device identifier Conformity For use date

ec [rep] [LoT] { sl

Authorized representative Batch Code
in the European limit

e

Sve
&% a8

Keep away from sunlight

Indicates a medical device that

Temperature Catalogue
Manufacture number

Biological

needs

© 2022-2024 Shenzhen Mindray Bio-Medical Electronics Co., Ltd. All rights
Reserved
Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Address: Mindray Building, Keji 12th Road South, High-Tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China
E-mail Address: service@mindray.com
Website: www.mindray.com
Tel: +86-755-81888998; Fax: +86-755-26582680
EC-Representative: Shanghai International Holding Corp.
GmbH(Europe)
Address: EiffestraBe 80, Hamburg 20537, Germany
Tel: 0049-40-2513175; Fax:0049-40-255726
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Ha6op ans onpepenenns mukpoanb6ymuua (MALB),
WUMMyHOTYp TpW " meton c €n123
) Ans ogop
Cat. No. Pa3mep ynakoBku
105-006173-00 R1: 1x30 mL + R2: 1x7 mL
105-002242-00 R1: 3x36 mL + R2: 1x20 mL
105-002243-00 R1: 3x50 mL + R2: 3x11 mL
105-006174-00  R1: 1x30 mL + R2: 1x7 mL + kanu6patop: 5x1 mL
105-004503-00  R1: 3x36 mL + R2: 1x20 mL + Kanu6patop: 5x1 mL
105-004504-00  R1: 3x50 mL + R2: 3x11 mL + Kanu6patop: 5x1 mL

LieneBoe Ha3HaueHue

AHanus in vitro ANA  KONMYEeCTBEHHOro onpeaeneHns KoHUeHTpauuu
MukpoansbymMuHa (MALB) B Moue Yenoseka W CMMHHOMO3rOBOW XWAKOCTW
(CMX) Ha xuMmuueckux aHanusatopax Mindray cepum BS. Awnanus
npeaHasHayYyeH Ans AWarHoCTMKM UM MOHUTOPUHra TepaneBTUYecKoro
addekTa neyeHns anbbyMUHypun, a Takke MOXeET 6biTb UCMONb30BaH ANs
nomowmn B ANarHoCTuke 3abonesaHuit rnovek, HapyLeHui
remaTosHUedanuyeckoro 6apbepa.

KpaTkas cnpaBka *

ANb6YMUH, E€AWHCTBEHHbI HErNMKO3UIMPOBaHHbIA 6en10K nnasmbl C
pa3mepoM 66.3kDa, sBNsieTCs KpaliHe BaXHbIM KOMMOHEHTOM B Mnasme
KPOBW M Hanbonee BaXHbIM CBA3bIBAIOWNM W TPAHCMOPTHbLIM GeskoM. OH
CWHTE3MpYeTCs B MeYeHW W MMeeT nepuos rnonypacnaga 19 cyTok.
Onpeaenexne coaepxaHus anbbyMuHa B CbiBopoTke, CMXK 1 Moue sensetcs
KJIMHUYECKN 3HaUNMbIM.

B Moye OH onpejenseTca kak MUKPOanbbymMuH. W3bbiTok anbbymuHa,
KOTOPbI/i MPUCYTCTBYET B KPOBW KakK LUEHHbl 6enok, ¢unbTpyetca u
BbIAENAETC M3 OpraHW3Ma 340POBbIMM MoukaMu. MUKPOanbbyMuHypus
(MALB) onpepensieTcs KaK COCTOSIHME, NPU KOTOPOM KOHLIEHTpauus
anb6ymuHa B Moue npesbilwaeT 20 mg/L y 340p0BLIX B3pOCILIX fitoaeit. B
KayecTBe [AMArHOCTMYECKoro JAuanasoHa Ans MALB  uccneposatenu
ycTaHoBMAM AnanasoH 20 mg/L-200 mg/L.
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Hannune MALB B Moye —  [JOCTOBEPHbI M YyBCTBUTENbHbIN
AMarHOCTUYECKMA MnokasaTenb HayanbHOW cTaguu Hedponatun. MALB
MOXHO CYMTaThb MHAMKATOPOM HapylueHns byHKUMM rodek npu anabere.
3T0T nokasaTeNlb TakkKe MOXET GbiTb MONE3HbIM  ANS  KOHTPONst
3(HeKTMBHOCTN CxeMbl neveHns anabeta.

B CMX 3a0p0BbIX NoAei anb6yMWH NONHOCTLI0 MPOUCXOANT U3 CbIBOPOTKM
KPOBM M M3MEHEHWe COOTHOWEHUSI anbbyMuHa sBnsietcsi (HakTopoM
obecneyenns xopollero rematosHuedanvyeckoro 6apbepa. CooTHOLWeEHME
anbbymmHa B CMXK/CblBOpOTKE 3aBUCUT OT BO3pacTa, OCOGEHHO B
MNaAEHYECKOM U MOXwnoM Bospacte. COOTHOWeEHME anbGymuHa B
CMXK/CbIBOPOTKE SIBISIETCS HAAEKHbBIM KOMMYECTBEHHBIM MOKasaTeneMm u
no S NpU Hap rematosHued Koro 6 Taknx
KaK BUPYCHBIA MEHUHTUT, OMyXOfb CrIMHHOMO Mo3ra. OAHOBPEMeHHoe
onpeaeneHve IgG B CMX M CbiBOPOTKE KPOBM C YYETOM OTAEMbHbIX
COOTHOWEHUI anbbyMWHOB MNO3BONSET OTAMyaTe IgG, mocTynakowwii us
KPOBW, N UMMYHOTNOGYNIMH, CUHTE3UPOBaHHbINM B LIHC.

MpuHunn aHanusa

NMMyHOTYypBuanMeTpuyecknii metoa

AHTUTENO K YeNoBEYECKOMY anbByMUHY + anbbyMUH =—————
NMMyHoKoMMNeKc (arrmioTuHaums)

Mpwn BHeceHun B ob6pasel, peareHToB R1 M R2 U3MeHsieTCs ero MyTHOCTb B
pesynbTaTe peakuun aHTUreH-aHTUTeno. CTeneHb W3MEHEeHUs MyTHOCTM
nporopuMoHanbHa KOHUEHTpauuu anbbymuHa B obpasue. ®akTuyeckoe
3Ha4YeHne KOHLeHTpaLuum or TCA 3aTeM no YHOW KPUBOA,
MNONYYEHHO NpU aHannse KannMbpaTopoB C U3BECTHOW KOHLLEHTpaLWei.

PeareHTbl n Tbl

R1: ®ocdaTHblit 6ydep 3,030 g/L
A3na HaTpus 0,095%
®ocdaTHbli 6ydep 2,420 g/L
R2: Kosbe aHTuTeno k MALB 0,500 g/L
yenoseka
A3na HaTpus 0,095%
®DocdaTHbli 6ydep 3,030 g/L
Kanu6partop: Yenoseyeckuit anbbymMuH 0,025 g/L~0,400 g/L
A3na HaTpus 0,095%

2024-04, Pycawit 2-2 P/N: 046-024200-00 (3.0)



MALB mindray

Kanubpatop MukpoanbbymmHa npeactasnsier coboit kanubpatop ans
MHOrOTOYEYHOW KannbpoBKM, KOTOPbI COAEPXUT 5 pasHblX KOHLEHTpauuii a,
b, ¢, d, e. 3HayeHus ana kanubpaTtopa 3aBUCAT OT NapTMM C
COOTBETCTBYHOLWMMN MOAENSAMWU, YKa3aHHbIMM B TasﬂMU,e 3HaYeHun. ﬂl’lﬂ
obecneyeHns BbiNoNHeHWs aHanmsa MALBCMXK oTckaHupyiiTe, noxanyicra,
WTPUX-KOA peareHTa Ha IZlOnO}'IHVITe}'IhHOI"'I 3TUKETKE B AWMKEe ANS 3arpysku
peareHToB CO WTPUX-KOAaMN.

XpaHeHue n cTabunbHOCTb

Wcnonb3oBaTh A0 UCTe4yeHns cpoka roAHOCTHU, YKa3aHHOro Ha 3TUKeTKe, npu
XpaHeHW B HepacneyaTaHHOM Buae npu 2-8 °C B 3aliMLIEHHOM OT CBeTa
mecTe.

nDVI NCNONb30BaHUM B aHanuM3aTope peareHTbl cTabunbHbl B TeyeHue 30
CYTOK NpW XpaHeHUn B OX/TaXAEHHOM COCTOSIHMW Ha aHanusatope. MNocne
BCKPbITUSA ANS UCNONb30BaHUsA TOP OCTaeTCs CT: 6 B TeYeHune
30 cyTok npv oxnaxaeHum 1o Temnepatypbl 2-8°C 1 3awuTe OT cBeTa.
Heo6xoanmo nsberaTb 3arpasHeHms.

He 3amMopaxuBaiiTe peareHT.

OT60p 1 noaroToBka o6pasuos

B Tunbl o6pa3uos

Ansa o6pasuoB NOAXOAAT MOYa M CMUHHOMO3roBas XuAKOCTb (CMXK).

m MoaroToBka Nepea aHaM3oM
1.MpuMeHsitTe noaxoAsiime npo6UPKU WM  KOHTEHepbl Ans cbopa
06pasLoB W cneayiTe WMHCTPYKUMAM npousBoauTens. Cuctembl cbopa
06pasuoB pasHbiX MPOM3BOAMTENEN MOTYT COAEpPXaTb pasnnyHble
MaTepuanbl, KOTOpble, B HEKOTOPbIX Cly4asx, MOryT BAUSTL Ha
pesynbTaThl aHanusa, cCleayeT u3beraTb HeraTMBHOrO  BMAHMA
MaTepuanos Npo6MpoK Wnu Apyrux KoHTeliHepos Ans cbopa 06pasuos.
2.06pasubl nocne cBopa u npeasapuTenbHoit o6paboTku cneayeT
npoaHann3MpoBaTh Kak MOXHO CKOPee.
3.06pasubl CMX ny4lle Bcero NnpoaHanusnposaTb B TeYEHME OAHOMO Yaca.
CrabunbHoOCTb 06pa3uoB
MouyaS: 7 cyTok npu 15-25 °C
1 mecay npu 2-8°C
6 mecsaues npu (-25)-(-15)°C
CMX: 3 cyTok npu 2-8 °C
6 mecsaues npu (-25)-(-15)°C
Ans 6onee ANUTENLHOTO XpaHeHWs 06paslibl HEOBX0AMMO 3aMOPO3UTL NPK
Temnepatype (-20 °C)®. O6pasel Kk CTabunbHOCTM 06pasuoB 6Gbinn
YCTaHOBNEHbI NPOM3BOAMTENEM W/UNWM OCHOBaHbI Ha 3TafoHaX, Kaxaas
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nabopaTtopusi [ONXHa YyCTaHaBnuMBaTb CBOW COGCTBEHHble KpUTEpUM

crabunbHoOCTM 06pasLoB.

MoaroroBka peareHToB

PeareHTbl R1 1 R2 roToBbl K MCMO/Ib30BaHMIO.

Kaﬂl’lepaTOp rOTOB K MCNOJIb30BAHUIO.

BbinonksiiTe nnaHoBoe TexHUYeckoe OGCI'I\/)KVIEHHVIE n CTaHaapTHble

onepauuvn, Bkn4vas KaﬂM6pOBKy W aHann3 cucTemsol, 4TOGbI rapaHTMpoBsaTb

paboToCNOCO6HOCTb aHANUTUHECKOW CUCTEMBI.

Heobxoanmble MaTepuanbl, KOTOpble He NpeAcTaB/ieHbl B

Ha6ope

1.06bl4Hble  nabopaTopHble  MaTepuansbl: Pacteop  NaCl 9 g/L
(cvsmonornyecknii  pacTsop),  AUCTUINMPOBaHHas/AENOHM30BaHHasA
BoAa.

2.Kanun6patop 1 KoHTposnb: O3HakoMbTeCb C pasfenoM WHCTPyKUuu ans
peareHToB Mo BbINO/THEHUOD Kaﬂl’IGDDEKI’I n KOHTPOHQ Ka4yecTsa.

3.Xumnyeckve aHanusatopbl Mindray cepum BS wu nabopaTtopHoe
o6opyAoBaHue o6LIero HasHa4eHus.

MeToanKa KONMYECTBEHHOrO aHanusa

MNapameTpbl XuMuueckue aHanusaTtopsl BS-800
CMXX: MepBoe pa3BeaeHne
O6paseu ans passeaeHus: 10 pL

Tunel 06pasuos Moua Pas6aButens (huanonornyeckuin
pactBop): 110 pL
Tun aHanusa MeToA KOHEYHOMN ToUKM
AnvHa BONHbI 340 nm
Hanpasnenue peakumu YBenuuenne
R1 187,5 pL
O6paseu uin Kanubpatop 12 pL

CMeluaiiTe, MHKY6UpYiTe npu 37 °C B TeueHue 4 MuH, onpeaenuTe
nornoweHune Al, 3atem gob6aBbTe:
R2 30 uL
TwaTenbHo nepemeluaiite, MHKYGupyiiTe npu 37 °C B TedeHne 5 MUH,
3aTeM onpejenuTe nornoweHve A2,
3ateM paccuuTaiTte AA=(A2-Al)
MapaMeTpbl MOFYT OTNIMYETLCS Ha Pa3HbIX XUMUUYECKWUX aHanusatopax, npu
HEO6XOAMMOCTM UX MOXHO MPOMOPUMOHaNbHO  KOPPeKTUpoBaTh. [ns
XUMUYECKUX aHanusatopos Mindray cepuu BS napameTpbl Ans peareHToB
NpeaocTaBnsioTCs Mo 3anpocy. O6patMTeck K  COOTBETCTBYIOLIEMY
PYKOBOACTBY MO 3KCMAyaTaluu STUX aHann3aTopos.
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Kanu6poska

1.PekomeHayeTcs ucnonb3osate KanubpaTtop Mindray (B coctaBe Habopa
vnn  Kanubpatop  MukpoanbbymmHa:105-002315-00 wnu  apyrue
noaxoaswme kanuépatopbl) n NaCl 9 g/L (dusmonoruyeckunii pactsop)

ANS MHOTOTOYEYHOM KanubpoBku. 3HaveHus Ans  kanubpatopa

onpezienieHbl C MOMOWIbIO CTAaHAAPTU30BaHHOW METOAMKW  KOMMaHMM

Mindray wun o6bl4HOro Metoja. Ecnu  3Hadenusi ans  kanubpatopa

COOTBETCTBYIOT 3Ha4YeHnaM ans moum n CMX, kannbpatop ans CMX rotos

K MCMoNb30BaHMio. MpoLecc NPOCiexX1BaeMoCT! U3MEPEeHU OCHOBaH Ha

ISO 175117, aHanuT (M3MepsieMasi BeNMYMHA) B AAHHOM Kanubpartope

COOTBETCTBYET CTaHAapTHOMY o6pasuy ERM DA470K.

2.YacToTta kann6posku

KanubpoBka xuMmmuyeckux aHanvsatopoB BS-800 ctabunbHa B TeueHue

npubnusnutensHo 14 cytok. [ns pasHbiXx NpuBopos CTabunbHOCTb

KanuMbpoBKM MOXET OT/IMuYaThCs, Kaxaoi nabopatopum cnepyer

YCTaHOBUTL 4acToTy kannM6poBKM B MapaMeTpax NpuGopa B COOTBETCTBUN

CO CBOMM PEXMMOM UCTO/Nb30BaHMS.

MoxeT NoHado6uTbCH MOBTOPHas Kanubposka MPW  BO3HUKHOBEHMM

cneayiowmx 06CToATeNbCTE:

« Mpu N3MeHeHUM NapTHM peareHTa.

« CornacHo Tpe6oBaHWiO coBntoAaeMbIX MPOUEAYP KOHTPOns KadecTsa
WNW MpW BbIXOAE 3HAYEHMIt AN KOHTPONbHOrO MaTepuana 3a
AonycTuMble npeaensl.

« Mpu  BLINONHEHUM  KOHKPETHOW Mpoueaypbl MO TeXHUYeckomy
06CYXMBAHWMIO  UNWN  yYCTPAHEHMIO  HEWUCMPABHOCTM  XMMMUYECKNX
aHanM3aTopos.

3.3HaueHns Ans kanubpatopa 3aBMCST OT MapTUM W COOTBETCTBYHOLINX
moaenei, y B Tabnuue 7]

KoHTponb kauecTsa

1.PekomeHayeTcs Wcnosib3oBaTh KOHTPO/b Mindray (KoHTponb

MUKpoanbbymuHa: 105-002316-00 wnu - Apyroii noAXoASAWMIA

KOHTPONbHBIA MaTepuan) Ans npoBepkn 3(heKTMBHOCTU npoueaypbl

M3MEepEeHNs; AOMONMHUTENBHO MOXHO MCMONb30BaTh Apyrue MoAxoAsiume

KOHTPONbHbIE MaTepuabl.

2.PeKOMeHAlyeTCs MCMO/b30BaTh OAMH YPOBEHb KOHTPOJILHOTO MaTepuana

ANA aHanusa  kaxaoW napTM o6pasuos. Kpome Toro, cneayet

aHanM3MpoBaTb KOHTPO/IbHbIA MaTepuan ¢ Kaxaon HOBOM KanubpoBKoOW, C

KaXAbiM HOBbIM KapTPUAXEM C peareHTaMu U Nocie OnpeAeneHHbIX

npoueayp TeXHUYecKoro o6cnyxusaHus unn yCTpaHeHus
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HEUCnpaBHOCTEN, Kkak MoApo6HO OMUMCaHO B  COOTBETCTBYHOLLEM
PYKOBOACTBE MO 3KCMyaTaLuum CUCTEMbI.

3.B kaxpoil nabopatopuu cneayer yCTaHOBUTb COGCTBEHHYlO CxeMmy
BHYTPEHHero KOHTpONA KayecTtea n nopsaok BbINONHEHUA
KOPPEKTUPYIOWMX AEACTBUA B Tex ciyyasx, KorAa pesynbTaTbl Ans
KOHTPO/IbHOr0 Matepuasna BbIXOAAT 3a paMKn A0NYCTUMbIX ANAnNasoHOB.

Pacuer

AA=(A2-A1) obpasua nnu kanmbpatopa.

C obpasua = (AA obpasua/AA kanubpatopa)xC kanubpatopa

Xumnyeckuit aHanusaTop cepum BS onpeaensier U3MeHeHwe nornoweHns

(AA) v aBTOMaTUYECKM BbIMUCNAET KOHUeHTpaumio MALB B kaxaom obpasue

nocne BbINONHEHUA Kanl’lspOEKVl.

KosdduuneHT nepecyera: mg/L x 0,0152= pmol/L

Passenexune

Ecnu 3Hauenue ans obpasua mouum npesbiwaer 300 mg/L, To obpaseu

cnepyet passectn pactsopoMm NaCl 9 g/L (dwusmonornueckuii pacTBopom)

(Hanpumep, 1 k 29) 1 NOBTOPUTL aHanu3. MoNyyeHHbIV pe3ynbTaT cneayet

YMHOXUTb Ha 30.

Ecnn 3HayeHune ans obpasua CMX npesbiwaet 3600 mg/L, To obpasew

cnepyet passectn pactsopoMm NaCl 9 g/L (dwusmonornueckuii pactBopom)

(Hanpumep, 1 k 3) M MOBTOPWTL aHanM3; MONYYEHHbIA pesynbTaT cneayet

YMHOXUTb Ha 4.

n 2
Tun o6pasua 3HaueHus

Moua < 20 mg/L

CNUHHOMO3roBas X1AKOCTb < 350 mg/L

lMpeanonaraemoe 3HayeHWe MO/YYEHO MPW WCMONL30BAHMM STanoHa, W
koMnaHus Mindray nposepuna ero Ha 140 o6pasuax Moun 1 246 obpasuax
CMX, B3sTbIX y ntoaeit u3 toxHoro Kutas. Kaxaas nabopaTopus AoSXHa
yCTaHaBnMBaTb  CBOM  COGCTBEHHble pedepeHCHble — WHTepBanbl B
3aBUCMMOCTM OT €€ KOHKPETHOTO DPacrofioKEHWUsi M MOMYNSILUOHHbIX
XapaKTepUCTMK, NOCKONbKY NpeAroNnaraeMbie 3HaY€H!s MOryT OT/IMUATLCS B
3aBMCUMOCTM OT reorpaduu, pachl, nona u Bo3pacTa.

Pa6oune xapaKTepucTukm

B AHanMTUuecKas YyBCTBUTE/IbHOCTL

Habop ans onpeaenenuns Mukpoans6ymmHa (MALB) MMeeT aHanuTUueckyo
4YBCTBUTENbHOCTb 4 Mg/L (Mova) u 48 mg/L (CMXK) Ha npubope BS-2000.
AHanuTUyeckasi UYyBCTBUTENBHOCTb  OMp TCA  Kak
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KOHLIeHTpaLuus aHanuTa, MNo KOTOPOA MOXHO OTAM4MTL obpasel, He
coAepxalinii 3ToT aHanut. OHa paccyuTbiBAeTCs Kak 3HavyeHue, Ha 3
CTaHAAPTHbIX OTK/IOHEHWS Mp uee cpegHee , NonyyYeHHoe
13 20 NOBTOPHbIX aHanun30B 06pasiia, He CoAepXalLero aHanuTa.

B /lnanasoH usMepeHuin
Cuctembl  Mindray cepuu BS obecneunsaioT crneaylowmii  AnanasoH
JIMHeNHOCTH:

Tun o6pasua 3HaueHun
Moua 4-300 mg/L
Ana  nonyyeHus cepun n B p X  COOTHO!

cMewuBaeTcs obpasel, MouM C  BbICOKOW  KOHUeHTpauuei MALB
(npubnusmtenbHo 300 mg/L) c 06pasuoM C HW3KOW KOHUeHTpauuei (<4
mg/L). KoHueHTpauuio MALB ansi kaxaoro pasBeAeHus onpeaensior ¢
1cnonb3oBaHneM cucTeMsl Mindray, AManasoH IMHENHOCTU NOATBEPXAAETCA
no koadduumenTy koppensumm r = 0,990. Pernctpupyemblii AnanasoH
cocrasnset 4-9000 mg/L.

Tun o6pasua 3HaueHus
CMX 48-3600 mg/L

[N NonyueHWs CepuM  pa3sBeleHWA B  Pa3NMUHbIX  COOTHOLIEHUSX
cMewmBaeTcs  obpasel, CMX C  BbICOKOW  KOHUeHTpauveir MALB
(npubnuautenbHo 3600 mg/L) c 06pasLoM C HU3KOW KOHUEeHTpauueii (<48
mg/L). KoHueHTpauuio MALB aAns Kaxzaoro pasBeAeHWs OnpeaensioT C
1CroNb30BaHMeM cuctembl Mindray, AnanasoH IMHERHOCTY MoATBEPXKAAETCS
no koadduuneHTy Kkoppenaumn r = 0,990. PerncTpupyeMmbiit AvanasoH
cocraBnseT 48-14400 mg/L.

B [peunsnoHHOCTb

TMPEeUM3MOHHOCT  ONPeaensiv C MOMOLLLIO CAEAYIOLIEro  0A06PEHHOM
pykoBoacTsa CLSI EP05-A38, kaxablit 06paseLl KONNYECTBEHHO OnpeAensnn
no 2 pasa 3a OAWH aHann3, NPOBOAWIM MO 2 aHanM3a B CyTKM B TeUeHue B
061eit CIOXHOCTM 20 CYTOK. [laHHbIe MO MPELMU3NOHHOCTU AN KOHTPONS
MOouM 1 06pasLoB MouM Ha npubope BS-800, u koHTpons CMX 1 o6pasuos
CMX Ha npu6ope BS-2000 0606LueHbI Hike*,
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Moua:
Repeatability -Lab
)
Tun Mean ( (Bry
sb sp
o6pasuios (Cpeanee) cv - cv
(N=80)  (mg/L) (CTEMAIPTHOS (\ o bmumenr (CTORAIPTHOS (o et
oTKnoHenme) oTknoHenve)
sapuaunn) % sapuaunn) %
(mg/L) (mg/L)
KoWtpons 20,86 0,27 1,31 0,66 3,18
Moua 1 180,90 1,30 0,72 1,68 0,93
CMX:
Repeatability Within-Lab
y )
Tun Mean { oRmocTb) 4
sD sb
oGpasuos (Cpeanee) cv © cv
-aHpapTHOe TaHpapTHOE
(N=80)  (mg/L) MASPTHOS  (Kosdpdmuent Aap (Koacduument
omenonenme) e CTRIOHENE) ) %
o
(mg/L) (mg/L)
KoWtpons 225,23 2,53 1,12 5,21 2,32
CMK1 12998 2,35 1,81 4,29 3,30
K2 32631 371 1,14 5,77 1,77
CMX3 454,11 6,60 1,45 9,91 2,18

*Penpe3eHTaTuBHbIE AaHHbIE, Pe3y/bTatkl, MOyYeHHbIE Ha Pas’HbIX Mpuéopax 1 B
pa3Hbix 1a60paTopusix MOryT OT/IMHATHLCS.

B AHanuTMueckas cneunduyHoCTb

Mpobbl C pasnMYHO KOHUEHTpauuneil WHTepdepupyollero BellecTsa
roToBMIM NyTeM A06aBNEHNA MELLAIOLLErOo BELWECTBa K Ny/1aM YenoBeyeckoi
CbIBOPOTKM, 1 OTCYTCTBMEM 3HAUMMOTO MEeLWaloLero BO3AENCTBUS CUNTaNoCh
BOCCTaHoBfIeHWe B npeaenax £10 % wnu 1,1 Mr/n ans o6pasuos Moun, s
npeaenax £10 % wnun 45,0 mr/n ans obpasuos LICK oT cooTBeTCTBYOWErO
KOHTPONILHOTO 3HAYEHMs.

He HabnwoAanu 3HauMMOro MeLaloLWero BO3AEHCTBUA yKasaHHbIX Aanee
BeWecTs NpU MCCNEA0BaHWUAX BMECTe C HUMM C MCMO/b30BaHWEM AaHHOM
MeToAoNOrMM. [laHHble MCCNenoBaHMii  Melalowero BO3AeicTeus  Ans
o6pasLoB Moy Ha npubope BS-800, u obpasuos CMX Ha npubope BS-2000
0606WeHbl HuXe.
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Moua:
Meuwaiouiee o e |pual.|v|)| Oznocv;reenhneoe
KOHLUEHT] ums HaNnUT: TKJIOHEH W
Betuectso (mg/dL) (mg/L) (%)*
Ackopoiosas 30 285,45 -0,98
Femorno6bunH 300 285,26 -1,38
Bunupy6ux 66 153,01 -3,98
Fniokosa 2000 286,92 -0,93
AueToH 350 294,46 +0,57
KpeaTuHuH 500 289,75 -0,07
MouesuHa 4200 289,79 -3,77
YpobunuHoreH 20 285,13 0.28
CMX:
Mewarowan KOHI.[EHTPaI.lVIH OTHOCUTENbHOE
Mewaiowee o curpauns aHanmTa oTK/IOHEHne
Bewectse (mg/dL) (mg/L) (%)*
FemMorno6uH 1000 290,74 +5,26
KOHBIOrMpOBaHHbIif 40 290,39 +2,29

6unupybuH

*Penpe3eHTaTuBHbIE AaHHbIE, Pe3y/bTaTkl, MOyYeHHbIE Ha Pas’HbIX rpuéopax 1 B
Pa3HbIX 1abopaTopusix MOryT OT/INYATLCS.

® CpaBHeHWe MeTOAOB

ViccnepoBaHus KOPpensumMn BbIMOHANM C UCMONb30BaHWE 0A06peHHOro
pykosoactea CLSI EP09-A3°. CpasHuBanu cuctemy Mindray (Mindray
BS-800/pearent Mindray MALB) (y) c cuctemoit cpaBHenust (HITACHI
7180/peareHT Roche MALB) (X), MCMoNb3ys OAMHaKOBble 06pasLbl MOUU.
CraTucTieckme AaHHble, MoJyYeHHble IMHEeNHON perpeccueit, nokasaHbl B
Tabnuue Huxke*

Y k TMosa e

erpeccmm Koppensauum (r N

perp ppensaumu (r) (N) (mg/L)
y=1,045x-0,7978 0,9990 100 5,65-278,76

*Penpe3eHTaTuBHbIE AaHHbIE, pe3y/bTathl, MOyYeHHbIE Ha PasHbiX rMpuéopax 1 B

pa3Hbix 1a60paTopusix MOryT OTAMYATLCS.

CpasHuBanu cuctemy Mindray (Mindray BS-2000/peareHT Mindray MALB) (y)
Cc cuctemoit cpasHeHust (Siemens BN II/peareHT Siemens MALB) (x),
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ncnonb3ys  oauHakoBble obpasubl  CMX. CraTucTuyeckve  [aHHble,
NONyYeHHbIe IMHENHOW perpeccueit, nokasaHbl B Tabnuue Hmke*:

. AwnanasoH
y r  06p
perpeccumn Koppensauum (r) (N) Kon?:::}:-a)uuu
y=0,9671x-5,2243 0,9982 115 39,45-3255,94
AaHHbIE, A y Ha pasHbix nB

Pa3HbIX 1aBOPATOPUSIX MOIYT OTANYATECS.

WUHTepnperaums pesynbTaTtos

Ha pe3ynbTaTtbl MOTYT BNUATL NeKapCTBEHHbIe CpeACTBa, 3abonesanus unun

3HAOreHHble EeLLleCfEa]D. Ecwm I'panI/IK peakuun OTKIOHAETCA OT

HOPManbHOro, peKkoMeHAyeTcss nNpoBecTu nOETODHhIVI aHanus u NpoBepuTb

pesynbtar.

Mpeaynp W Mepbl np: TOp ™

. Tonbko Ana  AuvarHocTMkM in  vitro. [ns  npodeccuoHanbHoro

nabopaTopHOro NpUMEHeEHWs.

Heo6x0a1Mo co6loaTe Mepbl NPeAoCTOPOXHOCTU Mpu paboTe co BCemMm

NabopaTopHbIMK peareHTaMu.

. Y6eauTech B L@NIOCTHOCTU YNaKoBKM Nepea Ucnosib3osaHneM Habopa.

He wcnonb3yiiTe Habopbl C MOBPEXAEHHON YMNaKkoBKOW. Wcknouute

BO3AENCTBME Ha peareHTbl MpAMOro  COJIHEUHOro CBeTa W MX

3amopaxueaHne. [pu  Hecob/lofeHMN  COOTBETCTBYIOWMNX  YCNOBMI

XPaHEeHUs peareHToB NoslyueHne KOPPeKTHbIX Pe3y/bTaToB aHann3oB He

rapaHTupyeTcs.

Ecnu peareHTbl 6b11 HenpeaHaMepeHHO OTKPbITbI A0 MCMOMb30BaHNs,

XpaHUTe UX MNOTHO 3akpbiTbiMM Npu  Temnepatype 2-8°C wu

3alUMLLEHHBIMA OT CBETa, W WX CTabWbHOCTL GyaeT cousmepuma co

CTabWILHOCTBIO NPV NCMONb30BaHNUN.

He ponyckaiiTe cMelWMBaHNs peareHToB U3 pasHbiX NapTUi 1 hrakoHOB.

He ncnonb3yiiTe peareHTbl NOCe UCTEUYEHUS UX CPOKa FOAHOCTU W AaTbl

MCMO/Nb30BaHNA.

He ponyckaiiTe CMelWwMBaHMS HeAABHO OTKPLITHIX PEareHToB C yxe

UCMO/b3yeMbIMU.

W36eraiiTe o6pazoBaHuUs NeHbl.

. CneayeT 0XuaaTb MoTepto CTabUILHOCTU AN YXyALIEHUe KayecTsa npu
HaZMYMN BUAMMBIX MPU3HAKOB YTEUKM, BbINAAEHUS OCAAKOB MW pocTa
MUKPOOPraHM3MOB, a Takxe €eCnu KanubpoBKa WM KOHTPO/bHbIE
onpeAeneHns He  COOTBETCTBYIOT — KPUTEPUSM,  yKa3aHHbIM B
NUCTKe-BKNaAbIWE W/ UK ANs cucTembl Mindray.

-
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7. HapexHocTb pe3ynbTaToB aHanusa He rapaHTMpyeTcs B C/lyyae He
cobnoAeHNst MHCTPYKLUWIA, NPUBEAEHHbIX B JAHHOM INCTKe-BKNaAbILLe.

8. CopepxuT KOHCEpBaHT. 3anpellaeTtcs npornarbiBate. Wsberaite
KOHTaKTa C KOXeW 1 CU3UCTbIMM 060/104KaMu.
9. I'Ipvl C}'I\/"lal"'IHOM nonagaHnu peareHTa B rnasa vam poToByt NOJIOCTb, a

TaKXKe Ha KOXy HeMeAleHHO 06unbHO MpoMoWTe 3TO MecTo BoAow. Mpu
HeOGXOIZlVIMOCTVI OepaTVlTeCh K Bpa4vy Ana nonyyenus MeﬂIALlIAHCKOIZ
noMoLn.
10.MNacnopT 6e30nacHOCTM MaTepuana npeaocTaBnsieTcst NpoheccroHanbHOMY
nonb30BaTesio no 3anpocy.
11.yTVII1VI3aLWIF| BCeX 0TX0AO0B AO/IKHA NPOM3BOAUTBCA B COOTBETCTBMW C
MEeCTHbIMM Npasunamn.
12.Kann6patop 6bIn  NpoTeCTMpoBaH C WCMNONb30BaHMEM METOA0B C
mapkupoBkoi CE, u yCTaHOBNIEHO, YTO OH He pearvpyeT Ha aHTuTena K
BWY 1 BI'C v HepeakTuseH ans HBsAg. OaHako NocKobKy HU OIMH MeToA
TECTUPOBAHMA HE MOXET UCKITHYUTDL nOTeHLLMaﬂbeIFi PUCK 3apaxeHus C
abCONIOTHOM AOCTOBEPHOCTLIO, 3TOT MaTepuan cieayeT paccMaTpusaTh
Kak obpasel naumeHTa.
13.Becb YenoBeyeckwit MaTepuan CneayeT CuyuTaTb  MOTeHUManbHO
VNHDEKLMOHHBIM.
14.Bce BbisIBNIEHHbIE PUCKM BbUIM CHIKEHbI HACTONbKO, HAcKO/bKO 3TO
BO3MOXHO 6€3 HEeraTMBHOTO B/IMSIHUS Ha COOTHOLIEHME MOJb3bl M pUCKa, 1
06LWNit OCTATOUHBIN PUCK ABNAETCA NPUEMIEMBIM.
15.0 f1o6oM CepbesHOM MHUMAEHTE, Mpou3olWeAWeM B CBS3M C 3TUM
YCTPOIACTBOM, HeOo6Xx0AMMO coo6LaTh NPOM3BOAUTENIO U KOMMETEHTHOMY
opraHy CTpaHbl, K KOTOPO/ OTHOCWTCS NO/Ib30BaTeNb W/UAW NaLMUeHT.
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