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Anexa 1 la Formularul Specificatii tehnice

Lot nr. 1.1 Analizator imunologic automat si investigatii pentru anul 2026

Specificarea tehnica deplina solicitata de catre autoritatea contractanta

Specificatia tehnica ofertata, model MAGLUMI X3 (Shenzhen New
Industries Biomedical Engineering Co., Ltd. (Snibe))

Analizator imunologic automat

Descriere

Analizatoare utilizate pentru a detecta si/sau cuantifica reactii imunologice.
Technicile de imunoanaliza implica interactiunea unui anticorp (Ap) cu un
antigen(Ag) sau hapten.

Tip sistem automat;

Posibilitatea efectudrii analizelor urgente randoom acces;

Sistem analitic automat cu calculator integrat sau exterior (procesor, monitor,
tastatura+mouse);

Tipul dispozitivului stationar;

Capacitate de lucru > 30 probe/h;

Tip proba: urina, ser, plasma, singe integru;

Metoda chemoluminiscenta;

Teste efectuate:
FSH

BhCG
Progesteronul
Testosteron

LH

DHEA-S
Estradiol
Cortizol
Alergeni specifici (IgE)
TSH

T4

T3

FT3

FT4

Analizator imunologic automat

Descriere

Analizator utilizat pentru a detecta si/sau cuantifica reactii imunologice.
Technicile de imunoanalizd implica interactiunea unui anticorp (Ap) cu un
antigen (Ag) sau hapten - da.

Tip sistem automat — da, pag. 1 din prospect MAGLUMI X3;
Posibilitatea efectuarii analizelor urgente randoom acces — da, pag. 8 din
prospect MAGLUMI X3;

Sistem analitic automat cu calculator integrat (procesor, monitor,
tastatura+mouse) — da, pag. 2-2 din User Manual MAGLUMI X3.

Tipul dispozitivului stationar - da;

Capacitate de lucru 200 probe/h — da, pag. 2 din prospect MAGLUMI X3;
Tip proba: urina, ser, plasma, singe integru - da, pag. 2-1 din User Manual
MAGLUMI X3.

Metoda chemoluminiscenta — da, pag. 1 din prospect MAGLUMI X3;

Teste efectuate:
FSH - da

BhCG - da
Progesteronul - da
Testosteron - da

LH -da

DHEA-S - da

Estradiol - da

Cortizol - da

Alergeni specifici (IgE) - da
TSH - da

T4 - da

T3 -da




AFP

CEA

PSA

CA 125

CA19.9

CA15.3

Anti TG Ab

Anti TPO Ab

HIV

Hepatite virale

Procalcitonina

TORCH infectii (Maternal Care)

Tip diluare automat;

Program control al calitétii obligatoriu;

Indicatori de avertizare obligatoriu;

Toate softurile necesare instalate pentru buna functionare a echipamentului
obligatoriu

Limba de comunicare rom/eng

Interfatd LIS bidirectionala

Afisaj Ecran LCD/LED

Printer - obligatoriu

Cititor cod bare - obligatoriu

Alimentarea 220 V, 50 Hz

Sa fie incluti toti reagentii, toate accesoriile, consumabile necesare (vase pentru
deseuri, tuburi pentru reagenti, tuburi pentru spalare) pentru efectuarea
analizelor si buna functionare a echipamentului - > 50 analize (pentru
testare/insturire).

Investigatii pentru 2026, cantitati minime:
Hbe Ag&ADb — 634t

HBc IgM — 57t

HCV Ab — 826t

HBc Ab — 584t

HbsAb — 799t

HBsAg — 1113t

Toxocara IgG — 744t

FT3-da

FT4 - da

AFP - da

CEA-da

PSA - da

CA 125 -da

CA199-da

CA15.3-da

Anti TG Ab - da

Anti TPO Ab - da

HIV - da

Hepatite virale - da

Procalcitonina - da

TORCH infectii (Maternal Care) — da.

Tip diluare automat — da, Page 5-3 din Manual utilizare Maglumi X3.
Program control al calitatii — da, Page 5-1 din Manual utilizare Maglumi
X3.

Indicatori de avertizare obligatoriu — da, pag. 5-50, cap.5.9.2 din Manual
utilizare Maglumi X3.

Toate softurile necesare pentru buna functionare a echipamentului sunt
instalate - da, pag. 2-12 din Manual utilizare Maglumi X3.

Limba de comunicare eng — da, Page 5-43 din Manual utilizare Maglumi X3.
Interfata LIS bidirectionala — da, pag. 8 din prospect MAGLUMI X3.
Afisaj Ecran LCD - da, pag. 2-12 din Manual utilizare Maglumi X3.
Printer — da, inclus.

Cititor cod bare — da, pag. 8 din prospect MAGLUMI X3.

Alimentarea a.c.100 V-240 V, 50 Hz/60 Hz, da, pag. 2-2 din User Manual
MAGLUMI X3.

Sunt inclusi toti reagentii, toate accesoriile, consumabile necesare (vase
pentru deseuri, tuburi pentru reagenti, tuburi pentru spilare) pentru efectuarea
analizelor si buna functionare a echipamentului - 50 analize (pentru
testare/insturire).

Investigatii pentru 2026, cantitati minime:
Hbe Ag&AD — 634t
HBc IgM — 57t




IgE Total — 721t
CMV IgG - 503t.
HSV IgG — 486t.
H.pylori 1gG — 356t.
PSA Total — 1027t.

HCV Ab — 826t
HBc Ab — 584t
HbsAb — 799t
HBsAg — 1113t
Toxocara 1gG — 744t

fT3 - 600t. IgE Total — 721t
fT4 — 600t; CMV IgG - 503t.
Vitamina D — 800t; HSV IgG — 486t.
TSH — 1000t. H.pylori IgG — 356t.
anti TPO — 400t. PSA Total — 1027t.
CEA — 300t. fT3 — 600t.
CA 19-9 — 300t. fT4 — 600t;
CA 125 — 200t. Vitamina D — 800t;
PSA liber — 200t. TSH — 1000t.
Feritin — 250t anti TPO — 400t.
Acid folic — 150t. CEA — 300t.
Vit B12 — 150t CA 19-9 — 300t.
AFP — 200t CA 125 — 200t.
Procalcitonin — 200t. PSA liber — 200t.
Feritin — 250t
Acid folic — 150t.
Vit B12 — 150t
AFP — 200t
Procalcitonin — 200t.
Note: Nota:

Oferta de pret trebuie sa includa reactivii necesari pentru testele indicate, solutiile QC
si calibrare.

Cantitatea solutiilor propuse trebuie sa asigure efectuarea procedurilor de control al
calitatii si calibrare, ori de cite ori este necesar.

Oferta de pret include reactivii necesari pentru testele indicate, solutiile QC si
calibrare.

Cantitatea solutiilor propuse va asigura efectuarea procedurilor de control al calitatii
si calibrare, ori de cate ori este necesar.

Furnizorul va asigura:

Transmiterea cétre spital documentatia completa privind conectarea analizatorului la
sistemul informatic (H3 SIA AMS/AMP) si sa asigure suportul tehnic necesar echipei
desemnate de spital sau firmei de software care realizeaza efectiv conectarea.
Instruirea personalului.

Mentenanta preventiva si corectiva gratuita pe toatd durata contractului atat pentru
analizator cat si pentru dispozitivele auxiliare livrate (ex. Calculator, UPS, sistem
filtrare).

GBG-MLD va asigura:

Transmiterea catre spital documentatia completa privind conectarea analizatorului la
sistemul informatic (H3 SIA AMS/AMP) si va asigura suportul tehnic necesar
echipei desemnate de spital sau firmei de software care realizeaza efectiv conectarea.
Instruirea personalului.

Mentenanta preventiva si corectiva gratuitd pe toatd durata contractului atat pentru
analizator cat si pentru dispozitivele auxiliare livrate (ex. Calculator, UPS, sistem
filtrare).




Seturile de mentenanta si piesele de schimb gratuite pe toatd durata contractului atat
pentru analizator cat si pentru dispozitivele auxiliare livrate (ex. Calculator, UPS,
sistem filtrare apa).

Toate consumabilele necesare gratuite pe toatd durata contractului atat pentru
analizator cat si pentru dispozitivele auxiliare livrate (ex. Calculator, UPS, sistem
filtrare apd), dacd acestea nu au fost incluse in oferta initiala.

Timpul de interventie in caz de defect: maxim 24 ore de la solicitarea telefonica.

Pret pentru reactivi nemodificat pentru toata perioada contractului.

Perioada de valabilitate pentru reagentii livrati: La momentul livrarii: Minim 6 luni, dar
nu mai putin de 80% din termenul total de valabilitate.

Sa se indice timpul de stabilitate a reactivilor dupa deschidere. Termenele mai mari vor
fi considerate un avantaj.

Seturile de mentenanta si piesele de schimb gratuite pe toatda durata contractului atat
pentru analizator cat si pentru dispozitivele auxiliare livrate (ex. Calculator, UPS,
sistem filtrare apa).

Toate consumabilele necesare gratuite pe toatd durata contractului atat pentru
analizator cat si pentru dispozitivele auxiliare livrate (ex. Calculator, UPS, sistem
filtrare apd), daca acestea nu au fost incluse in oferta initiala.

Timpul de interventie in caz de defect: maxim 24 ore de la solicitarea telefonica.
Pret pentru reactivi nemodificat pentru toata perioada contractului.

Perioada de valabilitate pentru reagentii livrati: la momentul livrarii minim 6 luni, dar
nu mai putin de 80% din termenul total de valabilitate.

Timpul de stabilitate a reactivilor dupa deschidere: 4 saptamani.

Operatorul Economic va include in pretul dispozitivului medical si preturile
pentru fiecare test considerand:

Efectuarea controlului calitatii pentru fiecare test in fiecare zi lucratoare.

Efectuarea calibrarii ori de cate ori va fi necesar (in baza rezultatului controlului
calitatii).

Toate piesele si kiturile de mentenantd necesare bunei functionarii pe intreaga perioada
contractului.

Sistemul de filtrare (statie purificare apa) si toate filtrele necesare pentru functionarea
statiei de purificare al apei pe toata perioada contractului.

UPS (Sursa neintreruptibild de alimentare) si costurile acumulatoarelor necesare pe
toata perioada contractului.

Calculator (PC), monitor, tastatura, mouse cu garantie deplina si inlocuire in caz de
defectare.

Toate consumabilele, inclusiv: solutii de spalare, solutii de buffer, electrozi/modul ISE,
cuve/rotor pentru reactie, lampi si tot spectrul de consumabile necesare bunei
functionari pentru efectuarea tuturor testelor solicitate de IMSP.

Toate serviciile de mentenanta preventiva si corectiva necesare bunei functionari pe
perioada contractului.

Respectiv, se vor lua in calculul toate cheltuielile care ar putea aparea in intreaga
perioada contractului.

GBG-MLD a inclus in pretul dispozitivului medical preturile pentru fiecare test
considerand:

Efectuarea controlului calitatii pentru fiecare test in fiecare zi lucratoare.

Efectuarea calibrarii ori de cate ori va fi necesar (in baza rezultatului controlului
calitatii).

Toate piesele si kiturile de mentenanta necesare bunei functionarii pe Intreaga
perioada contractului.

Sistemul de filtrare (statie purificare apa) si toate filtrele necesare pentru functionarea
statiei de purificare al apei pe toata perioada contractului — N/A.

UPS (Sursa neintreruptibild de alimentare) si costurile acumulatoarelor necesare pe
toata perioada contractului.

Calculator (PC), monitor, tastatura, mouse cu garantie deplind si inlocuire in caz de
defectare.

Toate consumabilele, inclusive tot spectrul de consumabile necesare bunei
functionari pentru efectuarea tuturor testelor solicitate de IMSP.

Toate serviciile de mentenanta preventiva si corectiva necesare bunei functionari pe
perioada contractului.

Respectiv, se vor lua in calculul toate cheltuielile aferente functionarii dispozitivului,
care ar putea aparea in Intreaga perioada contractului.




Software functions

Parameter Definition
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Figure 5.1-4 [Set] menu

5.1.4 Operation bar

The action bar includes multiple shortcut buttons and status displays.

1. A shortcut button is used to quickly run a certain function.

o _: <Warning Message> button. After the analyzer gives an alarm, this button

alerts the user of the nature of the error. The details can be viewed by clicking this
button.

o . <Start> button. After sample registration, calibration registration and QC

registration are completed, click this button and the software will start to send test
command to the analyzer to start tests.

e b : <Pause Cycle> button. If you need to pause a test during the analyzer's test

process, click the button and the analyzer will pause the action.

Note:
& Do not keep the system in the cycle paused status for long, otherwise it may
affect the result of some tests.
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Analyzer overview

Chapter 2 Analyzer overview

2.1 Overview

The MAGLUMI X3 Fully-auto chemiluminescence immunoassay analyzer and the supporting
diagnostic reagent series constitute a magnetic separation, ABEl-labeled, and accurate direct
chemiluminescence micro immunoassay system. The system is used for qualitative or quantitative
analysis of the analytes in human samples. The analyzer performs automatic sample pipetting,
reagent loading, incubation, washing, measurements, and result calculations, which reduces test

errors and improves the accuracy and precision of test results.

2.2 Specifications of analyzer

Table 2.2-1 Specifications of analyzer

Item Specifications
Test speed 200 tests/hour
Basic Sample type Serum, plasma, urine, whole blood
characteristics Barcode type Code128, Codeld9, Code93, Codabar, 2/5
Interleaved
QC Monthly QC analysis
Sample volume 10-200 uL
Sample reagent A total of 72 sample positions and 20 reagent
area positions on six sample racks
Liquid level detection, tracking with liquid level, clot
SampleArm detection, anti-bubble interference, collision
detection, automatic washing
Analyzer o Reagent volume 10450 pL
characteristics
Temperature of Reagent area temperature is 10°C £ 3°C.
sample reagent area
Cuvette quantity A total of 364 cuvettes can be loaded.
Reaction 37.0°C £ 0.3°C, with the fluctuation not greater
temperature than 0.2°C.
Mixing Method Mechanical oscillation
5:2:2:;3 Interface Ethernet

Operating Instructions - EN
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Analyzer overview

Operation
Environment

Temperature

10°C-30C

Relative humidity

<70%

Altitude

Not more than 2,000 metres

Keep away from electromagnetic field interference

Other
sources
Temperature -20°C-55C
Relative humidity <93%
Storage At heri
9 mospnerie 50.0 kPa—106.0 kPa
Environment pressure
Other Room free of strong sunlight and corrosive gas,

with good ventilation

Whole analyzer

Safety category | Anti-electric shock
Type |
grade
Overvoltage type Type Il
Pollution grade Grade 2
REF 010101003301
Weight 132kg

Outer dimensions
Length * width *
height

90 cm*75 cm*78 cm

Packing dimensions
Length * width *
height

105.3cm*88.3cm*97.7cm

Power supply

a.c.100 V-240 V, 50 Hz/60 Hz

Power consumption
(VA)

600 VA

Noise

<70dB

2.3 Overall composition of analyzer

The analyzer is composed of the main machine, accessories and software, wherein the main
machine is composed of the material provision module, the liquid path module, the temperature
control module, the mechanical drive module, the optical path detection module and the circuit

control module; and the accessories include a desktop computer suite and cables.

e The material preparation module includes the cuvette storage module, the sample

reagent area module, the starter module, and the cuvette dustbin module.

e The liquid module includes the SampleArm liquid path module, the washer liquid path
module, the chamber liquid path module, the system liquid / waste liquid tank module,
the sample/reagent area cooling liquid path module, and the sample/reagent area

Page 2-2
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Software functions

59.1 Test statuses

The central part of Home is the status display area. From top to bottom sequentially: analyzer
status, remaining time for current testing, samples and tests.

1. Analyzer status:

Analyzer statuses include "Connecting”, "Init", "Standby", "Testing", "Maintaining", "Pause
Cycle", "Continue", "Stop", "Analyzer Fault", and "System Test".

2. Remaining time:

The software updates the remaining time for the current test in real time. If a new test is
loaded when a test is still in progress, the remaining time indicates the remaining time before all
the tests are completed.

3. Samples:

Progress bar for samples: (number of samples finished / total number of samples)

4. Tests:

Progress bar for tests: (number of tests finished / total number of tests)

5.9.2 Remaining statuses and indicator lights

Each analyzer status and indicator light is displayed on both sides of Home. The status on
the left is consumables and waste. When the status value is normal, the icon is displayed in green;
when the status reaches the prompt value, the icon is displayed in yellow; when the status is
warning, the icon is displayed in red. To view the specific situation, click the corresponding icon to
enter the corresponding detailed interface to view.

From top to bottom, the right side displays: temperature, voltage, pending calibration, last
BGW testing time, and the last maintenance time.

1. Temperature and voltage

When the temperature and voltage values are in the normal range, the corresponding icon is
displayed in green; when the temperature and voltage values are outside the normal range, the
corresponding icon is displayed in red.

2. Pending calibration

When there is no new calibration to be processed, the icon is displayed in green; when there
is a new calibration needing to be processed, the icon is displayed in red and the reagent assay to
have its calibration confirmed is displayed below.

3. LastBGW Time

Shows the time of the most recent BGW test. When a BGW test has finished that day, the
icon is displayed in green; when a BGW test has not finished on the day, the icon is displayed in
red.

4. Last maintenance time
Displays the last maintenance action time.
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Software functions

5.8.2.3 Language

Click the <Language> button to go to the [Language] interface, as shown in the following
figure. After the language is selected, the software will display text in the corresponding language.

System Setting >> Language

‘ V Chinese ! | English ] I French ’ i German . ! Greek |
‘.V Italian i ‘ | Polish | | Portuguese | [ Russian l Spanish |
‘J Turkish ‘ | Ukrainian |

ﬁ Return

Figure 5.8-17 Language

5.8.2.4 Online

In the [System Setting] area, click the <Online> button to go to the [Online] interface, as
shown in the following figure.

System Setting >> Online

Oniesu egE—
O None © oM Port @ Teeap Analyzer ID WMaglumi X3 Communicate Timeout(s) 3
; Host ID Lis Resend Times 3
| Host Comm. Protocol ASTM HL7
COM Setting ® (©)
— 5 ot s
Baud Rate S50 v Auto Download Test Assay Field Delimiter |
Data fits [[] No downloaded for manually edited samples RepeatDeliniet \
ston s - [] Mo registration required for repeated samples.
top Bits 1 v fimi
= = [ Auto Upload QC Data Sampanenc el
Parity Bit Naitie X Auto Upload Test Result Bounce Delimiter &
T Automatic Uplaad Result Type ‘Options
All Resul
1P Address 10/ 1 | 52178 G [] Enable Checksum
| (®) Results without SampleArm Error
L_ Brt 2003 () Results without Error [ Enable Dilution Ratio
B save B Retum

Figure 5.8-18 Online

The software provides two-way communication with a hospital LIS server. You can obtain the
test assay information for a sample from the hospital LIS server by manually entering the sample
ID or using a barcode, and send test results to the hospital LIS server.

1.  Online settings:

Operating Instructions - EN Page 5-43
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e - MAGLUMI® X3

Features & Benefits

and throughput per unit area is 296 T/h/m=.

® Small but powerful,

e Compatible with all MAGLUMI® reagents, one of the broadest automated CLIA test menus in the world
(260 parameters).

e The latest intelligent washing technology and bidirectional temperature control measurement guarantee
accurate and reliable results. The comprehensive advanced design of MAGLUMI® X3 ensures excellent
performance.

e Single reaction cup can avoid light pollution and increase cuvette utilization, its integrated packaging can
avoid the stuck of the cuvette and destroying the cuvette wall.

e No-pause loading/unloading of reagents/samples/reaction cups without waiting or interrupting tests.

Functional Modules

Status Indicator

Reagent Area Sample Area
I I
1 1
1 1
I RFID Reader 1
1 1
1 : 1
! | ® |
P e e == - -0 0 ar A |
Consumable Status | - -
Indicator ? Clolmrm s _ _ _ _ Starter Containers
1
Cuvette Storage - - - - - - = - =---- : e et - - - - - Cuvette Dustbin

Power Supply

Waste Liquid Outlet
PC Interface

3
oo
o
3

- e e - - -
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All Balanced and Strong

Reagent and Sample Loading
e 72 sample positions with barcode reader
e Sample in each position can be defined as STAT

e 20 reagent positions with RFID reader, 24h refrigerated at
10°C (£3°C)

e No-pause loading/unloading of reagents/samples/reaction cups
without waiting or interrupting tests

® Reagent and sample indicator light available, real-time status
monitoring, no need to check on the computer monitor

Single Reaction Cup with Integrated Packaging

® Single reaction cup can avoid light pollution and increase the
cuvette utilization

e Single reaction cup with integrated packaging can avoid the
stuck of the cuvette and destroying the cuvette wall

Intelligent UI Design

e New user-friendly Ul design (Support multiple languages)

e Real-time display for monitoring each test procedure, reagent, and
consumable quantities, makes it convenient for the management

® |ntelligent error recovery

Convenient Management of Analyzer Status

® Intuitive indicator light of reagent, sample, and consumable. No
need to focus on the monitor, the status can be known by
looking at the analyzer from a distance




All Balanced and Strong

Accurate Pipetting Technology

® Single needle coated with TEFLON to avoid carry-over

e Independent washing unit for the needle, with different washing
modes depending on different assays

® Pipetting detection technologies include liquid level, clot, and
crash detection to ensure accurate pipetting

Accurate Incubation Technology

e Single reaction cup with five-sided heating at 37.0°C (+0.3°C),
ensuring accurate, quick and uniform incubation

e [ncubating 80 cuvettes simultaneously

® Non-contact mixing with different modes before incubation,
ensuring sufficient reaction

High-Efficiency Washing Technology
e Magnetic separation washing with 4-step independent units and
non-contact vortex mixing can reduce non-specific binding

e Different mixing modes depending on different assays, ensuring
a sufficient washing to improve sensitivity

Stable and Accurate Measuring Chamber

® ABEI-label exclusive proprietary technology

® PMT with heating and cooling function, ensuring the detection
precision

e Independent measuring room, avoiding light cross-contamination




Outstanding Technologies

Exclusive Intelligent Washing Technology

Independent washing units Magnetic separation washing and non-contact
for waste liquid needles vortex mixing

NN

l*
i Injecting - =l
Pumping > g % [Resuspension) il 4
waste liquid @ wash liquid P i ‘

In the wash station, four waste liquid Magnetic separation washing and non-contact vortex mixing
needles are equipped with four independent  units, with different mixing modes depending on different
washing units to avoid the carry-over. assays, ensure a sufficient washing to reduce the

non-specific binding.

Stable and Accurate Measuring Chamber

Bidirectional temperature control RLU Background Test
technology of photomultiplier tube 2000
Temperature
Control
# = ES 1000
> .
Normal
Low ambient Constant N Te‘?“hpi,’“a?‘ﬁg - 35'°C s
Temperature

Automatic temperature control in the measuring chamber can keep a stable background value, not affected by
the ambient temperature, ensuring the accuracy of measurement results.




Top 10 Highlights of MAGLUMI® X3

One of the highest space efficiency CLIA analyzers combines one of the broadest automated CLIA test menus.

The throughput is up to 200 tests/hour (Throughput per unit area is 296 T/h/m?2). No worry about the lack of
laboratory space.

MAGLUMI® reagent kits (260 parameters) and consumables are compatible with MAGLUMI® X3.
The comprehensive advanced design of MAGLUMI® X3 ensures excellent performance.

Single reaction cup can avoid light pollution and increase cuvette utilization, its integrated packaging can avoid
the stuck of the cuvette or destroying the cuvette wall.

No-pause loading/unloading of reagents/samples/reaction cups without waiting or interrupting tests.
Pipetting detection technologies include liquid level, clot, and crash detection to ensure accurate pipetting.

The latest intelligent washing technology and bidirectional temperature control measurement guarantee
accurate and reliable results.

Intelligent Ul design, user-friendly, easy, and convenient to operate.

®06 0606 66060 ©00

Intuitive indicator lights reduce the frequency of manual reagent and consumable checks.

MAGLUMI® X3 Reagent and Consumables

- — B e |

— P PR SR
MAGLUMI®  Ancrostensdione (CLIA)
m e

Reagent Kit

i

[ (BEEE |
il

miica

Light Check Wash Concentrate -~ System Tubing Cleaning Solution -



Broad CLIA Test Menu with 260 Assays

Thyroid Infectious Disease Tumor Markers Glyco Metabolism

TSH (3rd Generation) &
Total T4

Total T3

Free T4 &

Free T3

Tg (Thyroglobulin)
TGA (Anti-Tg)
Anti-TPO

TRAb

TMA

Rev T3

T-Uptake

Fertility

FSH
LH

yond
PRL (Prolactin)
Estradiol
Testosterone
free Testosterone
DHEA-S
Progesterone
Unconjugated Estriol
17a-OH Progesterone
AMH
SHBG
Androstenedione
PIGF
sFlt-1
*Inhibin A
*Inhibin B

(©) Prenatal Screening

AFP (Prenatal Screening)
free B-HCG

PAPP-A

Unconjugated Estriol
*Inhibin A

Toxo IgG

Toxo IgM

Rubella IgG

Rubella IgM

CMV IgG

CMV IgM

HSV-1/2 IgG
HSV-1/2 IgM

HSV-1 19gG

HSV-2 IgG

HSV-1 IgM

HSV-2 IgM

*Toxo 1gG Avidity
*CMV IgG Avidity
*Parvovirus B19 IgG
*Parvovirus B19 IgM

‘ Metabolism

GH (hGH)
IGF-I
IGFBP-3

Hepatitis

HBsAg

Anti-HBs

HBeAg

Anti-HBe

Anti-HBc

Anti-HBc IgM

Anti-HCV

Anti-HAV

HAV IgM

HEV IgG

HEV IgM

*HBV Pre-S1 Ag

*HDV IgG

*HDV IgM

*Anti-HDV

Respiratory

2019-nCoV IgG

2019-nCoV IgM
SARS-CoV-2 S-RBD IgG
SARS-CoV-2 Neutralizing Antibody
SARS-CoV-2 Ag
Mycoplasma pneumoniae 1gG
Mycoplasma pneumoniae IgM
Chlamydia pneumoniae 1gG
Chlamydia pneumoniae 1gM
Respiratory Syncytial Virus IgM
Coxsackievirus B IgM
Adenovirus IgM

Influenza A Virus IgM
Influenza B Virus IgM
Legionella pneumophila IgM
Human Parainfluenza Virus IgM
Others

HIV Ab/Ag Combi

Syphilis

Chagas

HTLV I+11

H. pylori IgG

H. pylori IgA

H. pylori IgM

*H. pylori Ag

Dengue Virus IgG

Dengue Virus NS1

Dengue Virus IgM
Monkeypox Virus Ag
*TB-IGRAs

*Zika Virus 1gG

*Zika Virus IgM

*Zika Virus NS1

*Chlamydia trachomatis IgA
*Chlamydia trachomatis 1gG

@ Bone Metabolism

Calcitonin B-CTx
Osteocalcin total PINP
25-OH Vitamin D &Y PTH (1-84)
Intact PTH *BAP

EBV

EBV EAIgG EBV VCA IgG
EBV EAIgA EBV VCA IgM
EBV NAIgG EBV VCA IgA
EBV NAIgA

Connective Tissue Disease
ANA Screen

ENA Screen

Anti-dsDNA IgG

Anti-Sm 1gG

Anti-Rib-P IgG
Anti-SS-B I1gG
Anti-SS-A/Ro 1gG (Ro60)
Anti-Jo-1 IgG
Anti-Scl-70 IgG
Anti-Centromeres IgG
Anti-Histones 1gG
Anti-Sm/RNP 1gG
Anti-Ro-52 1gG
Anti-PM-Scl IgG
*Anti-Nucleosome IgG

Rheumatoid Arthritis
Anti-CCP

*RF IgM

*RF IgG

*RF IgA

*RF Screen

Celiac Disease
tTG IgA

tTG IgG

DGP IgA

DGP IgG

Autoimmune Liver Disease
AMA-M2 IgG

Endocrinology
Anti-TPO

TGA (Anti-Tg)
TRAb

TMA

Anti-GAD (GAD65)
Anti-IA2

ICA

IAA (Anti Insulin)
Anti-ZnT8

Vasculitis

Anti-MPO IgG
Anti-PR3 IgG
Anti-GBM IgG

AFP NSE

CEA S-100

Total PSA SCCA

free PSA TPA-snibe
CA125 ProGRP
CA15-3 HE4

CA19-9 HER-2

PAP PIVKA-II
CA50 Pepsinogen |
CA 242 Pepsinogen Il
CYFRA21-1 Gastrin-17
CAT72-4 *AFP-L3%

CK-MB

Troponin |

Myoglobin

hs-cTnl

hs-CRP

H-FABP

NT-proBNP

BNP

D-Dimer

Lp-PLA2

MPO

HCY (Homocysteine)
*sST2

*hs-cTnl STATX™
*NT-proBNP STALX™
*Myoglobin STAX™
*D-Dimer STALX™

Inflammation Monitoring

CRP

PCT (Procalcitonin)
IL-6 (Interleukin 6)

SAA (Serum Amyloid A)
TNF-a

IgE

*VEGF

*PCT STAEX™

*CRP STAEX™

Antiphospholipid Syndrome Neurology

Anti-B2-Glycoprotein | IgG
Anti-B2-Glycoprotein | IgM
Anti-B2-Glycoprotein | IgA
Anti-B2-Glycoprotein |
Anti-Cardiolipin 1IgG
Anti-Cardiolipin IgM
*Anti-Cardiolipin IgA
*Anti-Cardiolipin

Vitamin B12

Ferritin

Folate (FA)

EPO

RBC Folate
*Anti-Intrinsic Factor
*Active B12

NSE

S-100

*B-Amyloid (1-40) CSF
*B-Amyloid (1-42) CSF
*Phospho-Tau (181P) CSF
*Total-Tau CSF

*B-Amyloid (1-40) Plasma
*B-Amyloid (1-42) Plasma
*Phospho-Tau(181P) Plasma
*Phospho-Tau(217P) Plasma
*NfL Plasma

B,-Microglobulin
Albumin
*NGAL

C-Peptide

Insulin

Proinsulin

Anti-IA2

ICA

IAA (Anti Insulin)
Anti-GAD (GAD65)
Anti-ZnT8

*Glucagon
*Adiponectin (ADPN)

Drug Monitoring

Digoxin

CSA (Cyclosporine A)
FK 506 (Tacrolimus)
*Sirolimus
*Everolimus
*Mycophenolic Acid

() Hypertension

Direct Renin
Aldosterone
Angiotensin |

CTH

>

Coagulation Markers

D-Dimer
TAT

™

PIC
tPAIC
*FDP

Hepatic Fibrosis

Hyaluronic Acid (HA)
PHIP N-P

CIv

Laminin
Cholyglycine

GP73

STAT-X™

*hs-cTnl STAT-X™
*NT-proBNP STAL-X™
*Myoglobin STAZ-X™
*D-Dimer STALX™
*PCT STALX™
*CRP STAZX™

Veterinary Testing

cTSH
cTT4
cFT4
cCortisol
990
cACTH <'.;

* Available soon

Note: Product availability may vary by country and is subject to required regulatory approval
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Technical Specifications

Chemiluminescence Principle

e Magnetic microbeads separation, fast and efficient

e Key technology of ABEl-label and magnetic microbead separating
enhances stability and sensitivity of MAGLUMI® reagents

Main Features

e Space occupied < 0.68 m?, throughput of per unit area > 296 T/h/m?

® 24 hours ready to use

Reagent Loading

e 20 reagent positions on board with no-pause loading/unloading
e 24-hour refrigerated, constant at 10°C (+3°C) in reagent area
e RFID reading all information of reagent

e Indicator light available, real-time status monitoring

Sample Loading

® Up to 72 sample positions
[ ]

® |ndicator light available, real-time status monitoring
[ ]

® Types of sample tube: micro sample cup, blood collection tube,
plastic test tube

|

Reagent Features

o MAGLUMI® reagent kits are compatible with all MAGLUMI®
analyzers

e Calibrators and internal controls included

® 10 points master curve, 2-points re-calibration
® RFID tag storing all informations of reagents
® Storage temperature: 2°C-8°C

Reaction System

e Single reaction cup with five-sided heating at 37.0°C (+0.3°C)
incubation, ensuring accurate, quick and uniform incubation

e Incubating 80 cuvettes simultaneously

e Non-contact mixing with different modes before incubation,
ensuring sufficient reaction

MAGLUMI®, STAT-X™, SnibeLis® and SnibeLinker® are trademarks of Snibe.
All other product names and trademarks are the property of their respective owners.

Sla..!g!';ss

Shenzhen New Industries Biomedical Engineering Co., Ltd.
(SNIBE Co., Ltd.)

No.23, Jinxiu East Road, Pingshan District, 518122 Shenzhen,
P.R. China

Sampling System

e Titanium needle for crushproof
e Teflon coated for carry-over prevention

e Liquid level detection, clot detection, collision detection,
wash automatically

Consumable System

o Single cup design, no-pause loading/unloading

o Starters: 230 mL of Starter 1 and Starter 2

e System liquid: Up to load 10 L at one time

o |Indicator light monitors real-time consumable quantity

Washer

e 4-step washing technology

o Intelligent magnetic field design ensures excellent separation

e Three independent non-contact magnetic microbeads vortex
cleaning technology

® Resuspension washing mode efficiently reduces non-specific
binding and improves sensitivity

® Independent washing unit for waste liquid needle can
completely wash without residue

Measuring Chamber

e High-sensitivity and low-noise photomultiplier tube (PMT)

e Heating and cooling bidirectional temperature control
function included

e Original light pollution isolation technology prevents light
pollution and ensures accurate and reliable results

Software System

o Friendly software Ul design, humanized instrument
operation procedure

o Real-time status display for each test procedure

o Self-recovery function makes sure the analyzer running
smoothly without unnecessary manual intervention

o Bidirectional SnibeLis® connection by TCP/IP and COM Port
e Supporting SnibeLinker® remote diagnosis system

Dimensions & Weight

® Dimensions: 78 (h) x 90 (w) x 75 (d) cm
® Weight: 127 kg

Fax: +86 755 26654850
Web: www.snibe.com

Tel: +86 755 26501514
Email: sales@snibe.com

Follow us on

M1062E01-20251230
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Software functions

Chapter 5 Software functions

5.1 Introduction to software interface

Double-click on the user software icon on the desktop after you log in to the Windows
operating system. A login dialog will pop up in the interface after the software starts up. Enter your
username and password, then click the <Login> button to access the main interface of the user
software. The structure of each part of the software interface is introduced below.

snibe

2022-03-29 19:24:19 \ lll -! /’\
- ES i -
rk Lis! \

4
System Test Status Set Home |

@ Temperature

@ Voltage

Pending Calibrations
Anti-HAV,CMV IgG,FT3...

System Liquid (1:9

Starter @

New Cuvettes Quantity(267) @

Standby

00:00:00

Cuvette Box Recovery Area @ Samples: Y - (0/0)

7 Last BGW Time
o/ @

Tests: [ 2022-03-29 19:23:48
Cuvette Dustbin(314) @
Waste Liquid @

QNB Last Maintenance Time
' 2022-03-03 19:40:06

Figure 5.1-1 User software interface

51.1 Main menu

The main menu shows eight menu buttons.

Figure 5.1-2 Main menu of User Version software
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Software functions

Descriptions of button functions are as follows.

Button Function

Work List Register samples and QC tests, run checks and other procedures.

Result Check or delete sample test results, perform remeasuring or other
actions.

Reagent Check reagent information, register reagent calibration, check
calibration results or perform other actions.

QcC View QC results, QC charts and perform other operations.

System Test View system tests, system test results and perform other operations.

Status Check analyzer temperature, voltage, consumables, etc.

Set Set assay info, profile info, networking, language, etc.

Home Display the status of the current part of the analyzer, test countdowns,

etc.

5.1.2 Interfaces

The interfaces are used to show the details of each main function of the main menu and each
interface is named after a main function of the main menu. The following figure shows the [Work

List] interface.

fom Anti-HAV CMV IgG MV igM T3 T4 HBsAg HCG/B-HCG
1 NAOOT ae = —
T ] T lgM
1 e X0 196 0X0 Igl
2 NADO2 2 o0z
3 0003
0004
3 NADO3 4
5@ 0005 =
6@ Profile Selection
4 NADO4 [
'@ |
@
NAOOS
> @
®
6 NAoG n@
" —
'EO [ star QcC ac [ Dilute = TestList (@ Browse

Figure 5.1-3 [Work List] interface

5.1.3 Submenus

Click <Menu> on the main menu to access the submenu of this function. The submenu is
named after the main menu button. The following figure shows the [Set] menu.

Page 5-2
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L] ® -
Snibe MAGLUMI® Assay Solutions - .
nlb e Assay Sample Re.cor.nmendfed Measuring Calibration Reference Range
Volume | Dilution Ratio Range Frequency
. . Diagnostic Chagas P ;
Parameter Basic Information REF-130#19001M 10 L / ! 2 weeks ::::ﬁ\:zz <iDrconm
- —— - o HTLV I+I Positive: 21.0 index/mL
Sample | Recommended Measuring Calibration S le A Recommended Measuring Calibration / . .
Panel A pl Ref R: ample . 50 uL / 2 weeks .
anel ssay Volume | Dilution Ratio Range prenne— eference Range Assay Volume | Dilution Ratio Ronge e — Reference Range REF.130#l19002M [ Negative: <1.0 index/mL
HpyorilgG |46 ) 15 2.00-200 EIU 14 days Positive: 230 EIU
100 uL 1:20 0.001-100 plU/mL 28 days 0.34.5 plu/mL Males: 18-39years: 12.3-46.6 pg/mL REF:130#01521M H i . Y Negative: <30 EIU
‘ - . TeeyTestosterone S0l 15 0.010-150 pg/mL | 28.d e yers. 772314 pegm Apyiorlon 40 L / / 7d Posive: =1Ll
: -010- pg/m ays & 2 (.(2-37. b M ays Ve -
40 pL 1:2 0.1-30 pg/dL 28 days 5.0-13 pg/dL REF:130#52011M . i Females: 18-39years: <5.45 pg/mL REF:130#51028M Y Negative: <1U/ml
240years: <4.43 pg/mL H.pylori IgM Positive: 21U/ml
Comprehensive ref REF:130#51027M 10 ML ! ! 7 days Negative: <1U/mi
40 pL 1:2 0.06-10 ng/mL. 28 days 0.75-2.1 ng/mL . - omprenhensive reference range, : " :
H 9 V! 9 ‘ 10 L 1:10 0.100-1500 pg/dL | 28 days please refer to IFU 2019nCoV1gG | 49 19 p Every week Positive: 21.00 AU/mL
40 uL / 0.1-12 ng/dL 28 days 0.9 - 1.75 ng/dL Males: 0.21-2.10 ng/mL Rl 602 120/ A Neg?tllve': :1-00 AU/mL
Non-pregnant Females: (WL 2019-nCoVigM |- WL 119 / Every week Posntlye. 21.00 AU/mL
284 Progesterone Follicular Phase: 0.29-1.55 ng/mL I REF:130219016M - Negative: <1.00 AU/mL
40 uL / 0.2-50 pg/mL ays 2-4.2 pg/mL . . d
u 10 L 1:10 Luteal Phase: 5.11-18.78 ng/mL SARS-CoV-2 Positive: =1.00 AU/mL
REF:130#52009M 0.025-80 ng/mL 28 days Postmenopausal: <0.81 ng/mL. S-RBD IgG 10 pL 1:9 0.100-100 AU/mL | Every week g8 Sl
" Tg (Thyroglobulin) . 0.02-500 28 days Pregnancy: REF:130#19017M Negative: <1.00 AU/mL
WG oEE 130453006Mm 20 ML 1:10 :02-500 ng/mL 3.5-77 ng/mL First Trimester: 4.69-51.31 ng/mL SARS-CoV-2 H s
Second Trimester: 19.24-45.55 ng/mL i i 40 ul 1:9 g 2 weeks Positive: 20.300 pg/mL
Neutralizing Antibody| p 0.030-30 pg/mL Negative: < 0.050 pg/mL
10 pL 1:10 0.5-2800 IU/mL 28 days <95 |U/mL Gestational Weeks: REF:130%19027M egative: <0. pg/m
1-10: 0.01-0.85 ng/mL 11-14: 0.01-1.6 ng/mL SARS-CoV-2 Ag )
‘ 10 L 1:10 0.05-1000 IU/mL 28 days <10 IU/mL free Estriol 15-17: 0.11-2.7 ng/mL 18-20: 0.5-4.4 ng/mL REF:130#19026M 190 KL / 4.00-10000 pg/mL| 2 weeks Negative: < 25.0 pg/mL
REF:130¢52008M| 80 pL 13 0.010-40ng/mL 28 days 21-23: 0.8-5.6 ng/mL 24-26: 1,6-6.5 ng/mL =
TRAD 27-28: 2.2-7.2 ng/mL 31-32: 2.9-11.4 ng/mL Monkeypox Virus Ag 100 UL 110 0.300-5000 pa/mL Positive: 28.0 pg/mL
ReF-130458000m 10 ML 1:20 0.25-40 IU/L 7 days <1.5IUL 33-34: 3.1-13.8 ng/mL 35-36: 3.6-16.6 ng/mL REF:130#19032M H : ’ P9 7 days Negative: <8.0 pg/mL
: 37-38: 5.0-19.8 ng/mL 39-40: 6.6-24.3 ng/mL ' »
VA Dengue Virus IgG 10 0L 1110 0.500-200 AU/mL Positive: 220.0 AU/mL
= v 10KL 1:10 0.15-500 1U/mL 28 days <10 1U/mL Males: 0.29-2.06 ng/mL REF:130#19030M H : LU 0 7 days Negative: <20.0 AU/mL
:130#53008| Fe(r)nal(les: Folgﬁular gqaseﬂ .05 ng/mL Dengue virus NS Positive: 210.0 AU/ML
Rev T3 17-OH vulation Phase:0.13-1.46 ng/mL 50 pL : 0.500-400 AU/mL o ean
REF:130403010M 20 HL / 0.05-10 ng/mL 7 days 0.31-0.95 ng/mL. Progesterone 0.035-30 ng/mL Luteal Phase:0.27-2.41 ng/mL REF:130#19029M s 1:20 7 days Negative: <10.0 AU/mL
: 40 pL 1:10 : ng 28 days Postmenopause: <0.91 ng/mL Toxo IgG iti
0.8-1.3TBI : REF:130#70004M Late Tri 5 24-9 9 10 uL / / 4 weeks Positive: 22|U/ml
20 uL / 0.1-2 TBI 28 days 2P Ul ate Trimester: 2.24-9.30 ng/mL REF:130#12001M H Negative: <2IU/ml
b FT4l (free thyroxine index): 50-120 ng/mL 1~13 years<2.28 ng/mL Positive: =2.6AU/mL
1month~1 year 0.79-16.71 ng/mL T°X° IgM 10 pL / / 4 weeks Equivocal: 2<x<2.6 AU/mL
15 pL 1:50 0.500-1000 IU/mL| 28 days 0-6.05 1U/mL Fertilit ) REF:1307#12002M Negative: <2AU/mL
y Males: 0.834-13.25 ng/mL Rubella IgG Lo Y
Females: 20-24: 1.135-11.46 ng/mL REF130mo00am 10 KL / / 4 weeks Negatve: 22Uim
40l 1:50 0.200-1000 ng/mlL| 28 days 0-5.003 ng/mL. AVH REVR Ry Ly ik Rubela laM Positive:, 23AU/mL
-34: 0.334-7. ubella > e: 2
REF:130#52014M| 40 L 1:10 0.007-25ng/mL | 28 days 35-39: 0.133-6.653 ng/mL REF1081900am 1O ML ! / Every week B esals 25U
10 L 1:19 0.002-400 ng/mL | 28 days <4.0 ng/mL 40-44: 0.027-5.267 ng/mL CMV IgG v
45-50: 0.040-2.824 ng/mL g 10 L / / Every week Positive: 22 AU/mL
PCOS: 2.340-18.02 ng/mL REF:130/412005M NEEEiE: <AAUmL
10 pL 1:5 0.010-50 ng/mL 28 days fPSAItPSA<1/4 Males: CMV IgM / / E Rositivlq:22<4.<24A2U'/An&I7 L
SHBG 0L : 144d 20-49 years: 18.0-53.4 nmollL REF:130#12006M 10 ML  weeks HNegatve. <2 AUmL"
15 uL 1:5 0.600-5000 U/mL | 28 days <35 U/mL REF:130402515M| OM 1:10 0.200-250 nmol/L s >= 50 years: 18.7-74.2 nmollL HSV-12166 | 40 ; p 28 days Negative: <2AU/mL
95%: <28 U/mL Females: 28.3-134 nmol/L REF:130#62007M Positive: 22AU/mL
10 pL 1:10 1.000-1000 U/mL | 28 days e Males: 0.602 - 3.10 ng/mL (2.10 - 10.8 HSV-121gM | aOsiives ZAAIImL
: @ ) 0. . . . : / E I: 2.00<x<4.00 AU/mL
o5 2893 //° ) 257 zf;"" —— Androstenedione | 10 L 15 0.020-10 nmolL | 7 days nmoliL) F(emales: 0.303 - 3.32 ng/mL REF:130462000M '~V ! 28 days MR egative: < 2AUIML
) : <28 Uim 5%: <37 U/m REF:130#02516M 1.06 - 11.6 nmol/L) Positive: 21AU/mL
10 pL 1:10 0.600-1000 U/mL | 28 days ° h HSV-11gG ) t
99%: <41 U/mL Gestational weeks: REF:130#12012m 1O ML / 0.020-30AU/mL | 7 days B e e R
0.010-100 28 d 10+0-14+6: 27.7-124 pg/mL o
40 L 1:5 ng/mL ays <2.1 ng/mL 15+0-19+6: 66.9-295 pg/mL HSV-2IgG 10 L / / 28 days Positive: 22AU/mL
PIGF il p DA i e 20+0-23+6: 116-612 pg/mL REF:130#62008M Negative: <2AU/mL
” .00- m - B o
10 uL 1:5 0.500-500 U/mL | 28 days <25 UimL REF:130#12010M b = Eve 2B A 7S iyl HSV-1IgM | 40 L . Non-reactive: <10.0 AU/mL
29+0-33+6: 111-1284 pg/mL R u 1:4 / 7 days Reactive: 210.0 AU/mL
p—— 34+0-36+6: 74.6-1025 pg/mL Sacivelsis (il
Tumor N 20 uL 1:5 0.100-1000 na/mL 28 days <3.3 ng/mL 37+0-delivery: 53.2-904 pg/mL HSV-2 IgM . Non-reactive:<10.0 AU/mL
Markers RER EToiesy) g ¢ Y nomm ; . 130#12014M 1oL T4 / 7 days Reactive: 210.0 AU/mL
CA242 10r0 s ational wesks: EBV EAIgG Positive: 24.00 AU/mL
: - 28d <1 L +0-14+6: 683-2625 pg/mL g ositive: 24. m
REF: 130#01030M 12 ML 1:10 0.500-200 U/mL ays 0 U/m i, 15+0-10+6: 7132623 pgiml REF:130#65001M 10 ML / ! 28 days Negative: <4.00 AU/mL
CAT724 ; 95%: <6 U/mL ey 30 UL 6.0-85000 pg/mL | 14 days +0-29+6: 573-3039 pg/m EBV EA IgA / / Positive: 23.00 AU/mL
REF: 130601042 40 KL S 0.200-500 UjmL. | 28 days 99%: <10 U/mL REF130#12011M) =2 ¥ ! g Sor050ve: B0aarg b REF:130¢65002M 10 ¥ HCER Negative: <3.00 AU/mL
NSE 0.050-500 34+0-36+6: 960-7543 pg/mL EBV VCAIgG 10 UL 284 Positive: 24.00 AU/mL
REF: 130¢01030M 1O ML 1:5 ng/mL 28 days 95%: 15.7 ng/mL 37+0-delivery: 1478-9613 pg/mL REF:130#65003M ' M / ! ays Negative: <4.00 AU/mL
5-100 AFP(Prenatal EBV VCA IgM 20 1L / / 28d Positive: 23.00 AU/mL
REF: 1304510170 100 KL 1:5 0.010-50 ng/mL 28 days 0-0.15ng/ml Screening) 20 pL / 1.130-500 IU/mL 14 days Check the software for reference result REF:130#65004M H ays Negative: <3.00 AU/mL
: REF:130#14001M EBV VCA IgA Positive: 24.00 AU/mL
SCCA 9 10 pL / / 28 days S
REF: 130401041M 80 pL 1:20 0.100-100 ng/mL 28 days 95%:<2.5 ng/mL free-B-HCG 40 L / 1.000-200 ng/mL 14 days Check the software for reference result REF:130#65005M Negative: <4.00 AU/mL
o REF:130#14005M EBV NA IgG Positive: 24.00 AU/mL
100 pL : 3.00-6000 U/L 95%: <75 U/L Non-pregnant females: <8.13 mIU/L B 10 pL / / 28 days A
REF: 130#01043M y = AR i Median value during Pregnancy: B 30765006 Negative: <4.00 AU/mL
8 weeks: 548.797 mIU/L EBV NA IgA Positive: =1.00 AU/mL
ProGRP . . - : / 28 d. )
' 100 pL 1:10 2.00-5000 pg/mL | 7 days 95%: <69.2 pg/mL PAPP-A 1:10 2.000-10000 9 weeks: 900.144 miU/L REF-130#15008M 10 ML / ays N e,
REF: 130#01523M 4 . 1:0 Vfg | REF:130464003M 20 ML oy Raldave 1(1J weeks: 17(131 1955 mIU/L KB '\jga“‘fé :51 00/ All_J/ mL
EE mol/L all women 11 weeks: 2617.745 mlU/L 3 en: .15 ng/ml
LiES 15 uL 1:10 5.00-1500 pmollL| 7 days 95%: <70 pmol/L premenopausal women ACIELE] 12 weeks: 4213.801 mIU/L REF:130/56001M 20 HL 1: 10 0.1-500ng/mL. | 28days Women: < 4.91 ng/mL
REF: 130#01525M 95%: <140 pmol/L postmenopausal women Screening 13 weeks: 6158.831 mIU/L
HER-2 o Troponin| 14 days <0.04 ng/mL
] 20 L 1:10 0.500-350 ng/mL | 7 days 95%: <15.2 ng/mL Week of gestation: REF:130#56002M 100 KL 1:10 0.006-50ng/mL. Y =
REF: 130#01526M 1-}0::0.811-0.85 ng/;nL 11-124: <0.01-1.6 ng/mL Myoglobin Men: 20.1~89.5 ng/mL_
PIVKA-II . 0.500-30000 . . 5-17:0.11-2.7 ng/mL 18-20: 0.5-4.4 ng/mL . 28 days vy y
REF: 130#01020M 100 HL 0 mAU/mL = Eafe UL free Esriol 0.010-40.000 21-23: 0.8-5.6 ng/mL 24-26: 1.6-6.5 ngimL REF:130#456003M 10 ML 1: 10 0.200-4000ng/mL. 4 Women: 16.2~58.7 ng/mL
3 REF:130#02008M 80 L 1:2 ng/mL 28 days 27-28:2.2-7.2 ng/mL 29-30: 2.6-8.6 ng/mL hs-cTnl Females: <11.8 pg/mL
Males: 1.4-12.6 miU/mL 31-32: 2.9-11.4 ng/mL 33-34: 3.1-13.8 ng/mL 100 pL 1: 10 0.500-50000pg/mL 28 days i
Y] Male: <20.1pg/mL
Females: 35-36: 3.6-16.6 r(\)g/mL 37—38:/5.0—19.8 ng/mL
Follicular Phase: 3.3-12.9 mIU/mL 39-40: 6.6-24.3 ng/mL
40 pL 1:10 0.030-20 miU/mL 28 days Ovulation Phase: 4.5-22.1 mIU/mL HBsAg 199 Positive: =0.05 ?U,m,_ 10 L 15 0.01-100mg/L 28 days <3 mg/lL
Luteal Phase: 1.5-7.8 mlU/mL REF:130#10000M| 190 ML : 0.020-250 IU/mL 14 days Negative: <0.05 [U/mL 99%: < 6.000 ng/mL_
Postmenopause: 25.4-135.6 mIU/mL Anti-HB: - itive: > . .280- L o- .
REF 130410010 40 hL 1:99 OROm° | tadays NSoaive: <160 UL REF130706s12M 20WL | 110 | 0:260-360ngiml | 14 days 95% < 5.238ng/mL
Males: 0.5-12.43 miU/mL H Positive: 20.10 IU/mL Cardiac ;
Females: 50 pL 1: 999 0.010-200 1U/mL 14 days Negative: <0.10 IU/mL NT-proBNP 20 1L 12 2.00-35000pg/mL 28 days Comprehensive reference range,
. ¥ Follicular Phase: 1.6-12.18 mlU/mL PR REF:130#56004M - please refer to IFU
40 pL 1:10 0.030-250 mIU/mL| 28 days ¢ - 20 1L / / Positive: 21.00 AU/mL
MldL-CycllePf]eak. 3.211-55)21.53 m/IU/mL M 28 days Negative: <1.00 AU/mL BNP 2.00-500000/mL 100 b/l
uteal Phase: 0.5-15.1 mIU/mL r— . : -00- pg/m 7 days < pg/m
Postmenopause: 5.04-63.11 miU/mL 40 uL / ! 14 days Neaive: 203 AUmL REF:13006516M 100 M- e Y
. itive : D-dimer
HCG/B-HCG . 0.050-5000 Comprehensive reference range, 10 pL / / 14 days Positive:: 21.00 AU/mL ) 20 uL 1:5 0.05-100 FEU/mL 28 days <0.5 pg FEU/mL
s 0 | REF:130¢52003m] 12 ML 1:50 miU/mL 28 days please refer to IFU gzgﬁn‘f :11 6%0 A”L‘}/’/ mL'- REF:130/#56008M
' 50 pL 1:50 / Every week Negative: <1.00 AU/ML 14
Males: 2.52-13.23 ng/mL. g Syehils iy T 20 uL 1: 10 1.00-1000ng/mL days <250 ng/mL
PRL(Prolactin) | 15 uL 1:10 0.010-250 ng/mL | 28 days IRz "gfwtm“s REF:130#60003m 40 ML / / 14 days Negative: <1.00 AU/ML
- N - iIsease -] iti . .
REF:130#52006M F',’::;"f;";‘ﬂg%ﬁ%%ﬂt i ol / 3.5100.0 miU/mL|  Every week Nesiive: ZZ0miiml, REF:130706021M 10 ML 18 € 1.000-1300ng/mL. | 7 days SOoEmL
10 UL / / 14 days Positive: 21.00 AU/mL HCY
Malse: 24.2-62.1 pg/mL H Y Negative: <1.00 AU/mL REF-130#06024M 20 HL 1: 5 0.300-90.0 ymol/L| 14 days 4.390-14.650 pmol/L
. o | / GEe: AR
Follicular Phase: 11.2-225 pg/mL Mycoplasma N ive: <100 AU/ML REF-130;22508M 20 L 1:5 0.05-100 FEU/ML | 28 days <0.5 ug FEU/mL
Ovulation Phase: 36.0-403 pg/mL Pneum1omael 10 L / / 14 days Reactive: 21.00 AUML ’
20 uL 1:10 1.000-4800 pg/mL 28 days Luteal Phase: 21.0-343 pg/mL s=n
‘ ¥ P Y Postmenopause: <136 pg/mL 10 pL / / 14d Non-reactive: <1.00 AU/mL 40uL 1:10 0.1500-120ng/mL 7 days <4 ng/mL
1st Trimester: 152-3120 pg/mL g e eactived =i 00/AU/mE
) el Chlamydia (ELTIELT . 3.8-13.3 TU/mL
2nd Trlmgster. 1423-22032 pg/mL Pneumoniae I9G | 10 pL / / 14 days / marker 40pL 1:10 0.400-200 TU/mL 7 days
3rd Trimester: <8413 pg/mL 130#19010M
Preimenisio | 10 L / / 14 days / 10uL 110 0.030-40.0ug/mL | 7 days <08 pg/mL
-M 20 L 15 0.010-17 ng/mL 28 days ',\:Aalesf 1'71'3'32 ng/mt Da0iIo01ZM | ’ N tive: <1.00 AU/ML Female: < 10.5 ng/mL
: emales: <0 engue Virus lon-reactive: <1. m . . 5 o
ngmi 1501003M | 10 bL 1:10 / 7 days Reactive: 21.00 AU/mL 4ol Uz 19 DETHITY me/fit 7 days Male: < 17.0 ng/mL



cristina.gutu

cristina.gutu

cristina.gutu

cristina.gutu

cristina.gutu

cristina.gutu

cristina.gutu

cristina.gutu

cristina.gutu

cristina.gutu

cristina.gutu

cristina.gutu

cristina.gutu

cristina.gutu

cristina.gutu

cristina.gutu

cristina.gutu

cristina.gutu

cristina.gutu

cristina.gutu


Opened at 2-8°C, the stability of all reagents is 6 weeks except for the assays below

Sample | Recommended Measuring Calibration Ref R
Assay Volume | Dilution Ratio Range Frequency R RENT
Direct Renin . Upright posture: 4.20-45.6 plU/mL
REF:130#06511M 100 HL 110 0.500-1000 plU/mL| 14 days Supine posture: 3.11-41.2 plU/mL
Serum and plasma: Supine: 28-239 pg/mL
Aldosterone ; :
Y 50 uL 1:50 5.000-2000pg/mL 28 days Upright: 28-376 pg/mL Urine (24 hours)
REF:130456007M H P9 71- 50,0 giday
. . Normal Diet:
Angiotensin | 100 pL 1:10 0.100-24ng/mL 7 days Lyi ition: _ .
. ying position: 0.15-2.33 ng/mL/hr;
“sz’::‘e“' REF:130#06005M Standing position: 0.10-6.56 ng/mL/hr
1
Angiotensin I . Y Normal Diet: Lying position: 25-60pg/mL
REF:130406006M| 0 ML 110 5.000-1000pg/mL. | - 7 days Standing position: 50-120pg/mL
T
. 40uL : 0.500-600 ng/mL 28 days :00-20:00: 25.2-124.5 ng/m
REF:130#70002M Y Urine: 53-385 ug/24-hour
ACTH B -
REF130£70003M 200 pL 1:10 1.00-2000pg/mL 28 days 7.2-63.5 pg/mL
10 pL 1: 5 0.0100-100mg/L 28 days <5 mg/L
T
TP REF:130466001M 10 uL 1: 8 0.010-100ng/mL 28 days <0.05 ng/mL
tion IL-6 .
e s | REF:130416504M 100 pL 1: 10 0.500-5000pg/mL 7 days <7 pg/mL
SAA
REF:130#16005M| 10 ML 15 0.100-300 yg/mL | 14 days <10 pg/mL
TNF-a 1.50 pg/mL- i
130416006M 100 L 1: 10 1000 pg/mL 28 days <8.00 pg/mL (95th percentile)
C-Peptide . L Serum/plasma: 1.0-4.3 ng/mL
REFA30#55001M] 0 ML R DETOaginl | 2 Urine (24 hours): 16.9-187 pg/day
Insulin .
REF:130#55002M 40 pL 1:10 0.05-300 plU/mL 28 days 2.7-24.8 plU/mL
GAD 65 . Y
(el REF130£55005M 50 pL 1:100 0.2-2000 IU/mL 28 days <10 IU/mL
metabolism "
Ant-A2 100 pL 1:40 2-1000 1U/mL 28 days <10 IU/mL
50 pL 1:10 2-280 U/mL 7 days <28 U/mL
IAA (Anti Insulin
REF:gSO#SSOOBIill 10 pL 1:10 0.5-175 AU/mL 28 days <20.0 AU/mL
Proinsulin
REF-130#55004M 100 pL 1:5 2-5000 pg/mL 28 days 30-180 pg/mL
Calcitonin Males: <9.72 pg/mL
. 0.3-2000 pg/mL
REF:130#61002M, 100 HL LiC e WEER Females: <6.70 pg/mL
Women Pre-menopausal: 11-46 ng/mL;
Women Post-menopausal: 14-50 ng/mL;
Osteocalcin 80 L 1:5 0.50-300 ng/mL 28 days Men 18-30: 22-76 ng/mL;
REF:130#61003M Men 30-50: 12-45 ng/mL;
Bone Men 50-70: 11-50 ng/mL;
WEELEES 25.0H Vitamin D Deficiency <10 L; Insuffici 10-29 ng/mL;
i : 0.05-150 ng/mL 28 d cy <10 ng/mL;Insufficiency ng/mL;
50 ReF130¢61004M] 1O HL 2 g @S| "sufficiency 30-100 ng/mL:Toxicity >100 ng/mL;
Intact PTH . 1-5000 pg/mL 2 15-65 pg/mL
REF:130461001M 100 L 1:10 Pg 8 days pg
-CTx Comprehensive reference range,
REF:1%O#1 1006M 100 pL / 0.005-6 ng/mL 28 days please refer to IFU
total PINP 10 pL 1:2 2-1200 ng/mL 28 days Pre-menopausal women: 15.0-59 ng/mL
REF:130#11005M Post-menopausal women: 20.0-76.5 ng/mL
Anti-Jo-11gG i Negative: <20.0 AU/mL
REF: 130#17500M 1O ML 1:20 0:500-400 AU/mL | 7/days Positive: > 20.0 AU/mL
Anti-Scl-70 IgG . Negative: <20.0 AU/mL
REF: 130#17505M 10 L 1:20 0.500-400 AU/mL | 7 days Positive: > 20.0 AU/mL
Anti-nRNP/Sm 1gG i Negative: <20.0 AU/mL
REF: 130#1751%M 10 pL 1:20 0.500-400 AU/mL 7 days Positive: = 20.0 AU/mL
Anti-Sm IgG . Negative: <20.0 AU/mL
REF: 130#17512M 10 ML 1:20 0.500-400 AU/ML | 7 days Positive: 2 20.0 AU/mL
Anti-SS-A IgG i Negative: <20.0 AU/mL
REF: 130#17513M 10 WL 1:20 0.500-400 AU/mL | 7 days Positive: = 20.0 AU/mL
Anti-SS-B IgG X Negative: <20.0 AU/mL
REF 130417514 1O HL 1:20 0.500-400 AUML | 7 gays Positive: > 20.0 AU/ML
GAD 65 5 v Negative: <10 AU/mL
REF: 130550050 ° - (LCON R0 2000 L P s daTS Positive: = 10 AU/mL
ANA Screen . ~ Negative: <40AU/mL
REF: 130417500 20 M- 1:20 0-500-400 AUML |- 7 gays Positive: 240.0 AU/mL
Anti-Rib-P IgG . Negative: < 20 AU/mL
REF: 13017510M 0 ML 2 0.500-400 AU/ML | 7 days Positive: 2 20 AU/mL
Anti-CCP X Negative: <17.0 U/mL
REF: 130#17501M 10 ML 1:20 0.500-500 U/mL | 7 days Positive: 217.0 U/mL
Anti-TPO 5 .
a1 1:10 0.050-1000 IU/ML| 28 days <10 IU/mL
TGA (Anti-T
REF: 13,(0#5303)7M 10pL 1:10 0.500-2800 IU/mL| 28 days <95 U/mL
TMA (Anti-TM) .
REF: 130#53008M 10 uL 1:10 0.150-500 IU/mL 28 days <10 IU/mL
ENA Screen R Negative: <20 AU/mL
REF: 13017504M 20 pL 1:20 0.500-200 AU/mL 7 days Positive: 220.0 AU/mL
Anti-IA2 : Negative: <10 IU/mL
REF: 13005508M 100 KL L0 2:00-1000 IU/mL | - 28 days Positive: 210 1U/mL
Anti-dsDNA IgG Negative: <30 IU/mL
REF: 130#17502M 1 Pt 1:20 0.500-800 IU/mL | 7 days Positive: 230.0 IU/mL
Anti-MPO IgG
REF: 130417015M 10 pL 1:40 0.500-400 AU/mL 7 days <20 AU/mL
Anti-M2-3E IgG N ive: <20 Al L
REF: 130#55003M 10 L 1:10 0.500-175 AU/mL 28 days <20 AU/mL
ICA
REF: 130#05506M 50 pL 1:10 2.00-280 U/mL 7 days <28 U/mL
An'u—OeInIéornem T AL Negative: < 20 AU/mL
REF: 130417506M O HL (20 : m 7 EEE Positive: 220.0 AU/mL
Anti-Histones IgG Negative: < 20 AU/mL
ReF- 130m7508M 0P 1:20 0.500-400 AUMML| 7 days Positive: 20.0 AU/mL
Anti-Cardiolipin IgG 10 L 1:20 0.50-400 AU/ML 7 days Negative: < 20 AU/mL

REF: 130#17017M

Positive: 220.0 AU/mL

Panel Assay Sample Re.cor.nmend.ed Measuring Calibration Reference Range
Volume | Dilution Ratio Range Frequency
Anti-Cardiolipin IgM i Negative: < 20 AU/mL
REF: 130#17016M 10 ML 1:20 0.50-400 AU/mL | 7 days Positive: 220.0 AU/mL
ti-32-Glycoprotein .
119G 10 pL 1:20 0.50-400 AU/ML | 7 days NGRS Sy (Ll
REF: 130417018M Positive: 220.0 AU/mL
Anti-B2-Glycoprotein e
2t oM 10 uL 1:20 0.500-400 AU/mL| 7 days Negafive: < 20 AU/mL
REF: 130417019M Positive: 220.0 AU/mL
Autoim- AntitTG IgA B Negative: < 20 AU/mL
U ReF: 130¢17020M 1O ML 20 e T Positive: 220.0 AU/mL
Anti+TG IgG . Negative: < 20 AU/mL
REF: 130#17021M 10 HL 120 0.500-400 AU/mL| 7 days Positive: 220.0 AU/mL
DGP IgA i Negative: < 20 AU/mL
REF: 130#17022M 10 HL 1:20 0.500-400 AU/mL| 7 days Positive: 220.0 AU/mL
DGP IgG i Negative: <20 AU/mL
REF: 130#17023m 10 bL 1:20 0.500-400 AU/mL| 7 days Positive: 220.0 AU/mL
CIV (Cal V) . 28 d <30.0 ng/mL
REF- 130759003M 40 HL 1:10 1.00-2000 ng/mL ays 9
Laminin
REF: 130#59004M 80 pL 1:5 1.00-1000 ng/mL 28 days <50.0 ng/mL
Hepatic | NRicIAon i PYITE 15 0.025-40.0 pg/mL | 28 days <2.7 pg/mL
function PIIIP N-P
REF: 130#50002M 40 ML 1:5 0.200-2000 ng/mL| 28 days <30 ng/mL
HA .
REF: 130459001M 60 pL 1:5 1.00-2000 ng/mL 28 days <100 ng/mL
GP73 1110 <
REF: 130#09006M| 10 HL : 1.00-1000 ng/mL 28 days <45 ng/mL
Digoxin
REF: 13%(;57002,\,' 40 uL / 0.070-50.0 ng/mL 28 days 0.9-2.0 ng/mL
CSA
Monitoring (=R ey 1:2 10.0-2000 ng/mL | 28 days /
FK 506 12 v 28 days /
REF: 130#57003M 40 pL 0.100-50.0 ng/mL Y
Vitamin B12 . y
REF: 130463002M 100 uL 1:2 5.00-2000 pg/mL 28 days 192-827 pg/mL
Ferritin : Males: 24-425 ng/ mL
N ReF: 130#51001M) 20 bL 1:20 0.100-3000ng/mL.| 28 days Females: 7-227 ng/mL
Folate (FA) X Serum and Plasma folate: >5.21ng/mL
1:5 0.200-24ng/mL 7 days
REF: 130#63001M| 80 bL 9 Y RBC folate: 284~786ng/mL
EPO .
REF: 130#13003M 90 ML 1:5 0.300-1500mIU/mL 28 days 2.6-19.0 miU/mL
Serum:
<1 years old : <25 - 1456 pg/mL
1-3 years old: 187-1490 pg/mL
4-6 years old: 234 - 2139 pg/mL
IgM 10 pL / _ 28 days 7-9 years old: 301 - 2097 ug/mL
REF: 130#58002M 25.0-20000 pg/mL. Y 10-11 years old: 303 - 1795 pg/mL
12-13 years old: 340 - 2433 pg/mL
14-15 years old: 147 - 1916 pg/mL
16-18 years old: 229 - 2621 pg/mL
Adults: 385 - 2381 ug/mL
Serum:
<1 years old : <2.50 - 842 ug/mL
1-3 years old: 197-1024 pg/mL
4-6 years old: 268 - 2007 pg/mL
serum and plasma 7-9 years old: 335 - 3055 ug/mL
IgA 10 pL / 2.50-20000ug/mL 28 days 10-11 years old: 517 - 2053 pg/mL
REF: 130#58004M! urine: 12-13 years old: 563 - 3631 pg/mL
. 0.100-40 pg/mL 14-15 years old: 457 - 2547 pg/mL
globulins 16-18 years old: 603 - 3561 pg/mL
Adults: 745 - 4102 ug/mL
Urine: 18-79 years old<6 pug/mL
<1yearsold: 15 IU/mL
1-5 years old: 60 IU/mL
* 20 pL 1:3 0.100-32001U/mL | 28 days 6-9 years old: 90 IU/mL
10-17 years old: 200 1U/mL
Adults: 100 IU/m
Serum:
<1 years old : 2296 - 14246 pg/mL
1-3 years old: 4483 -9218 pg/mL
| X 4-6 years old: 4962 - 14813 pg/mL
5295’3”;‘00%35“’/3 iy 7-9 years old: 5591 - 14944 ug/mL
96 10 L / e 2 98 days 10-11 years old: 6940 - 15962 pig/mL
REF: 130#58005M ; 00_“2’6%% ol 12-13 years old: 7455 - 15820 pg/mL
: Hg 14-15 years old: 6965 - 17219 ug/mL
16-18 years old: 5472 - 16021 pg/mL
Adults: 7454 - 16878 pg/mL
Urine: 5-79 years old<8.5 mg/24-hour
B2-MG . ~ Serum: £2.1 ug/mL
(L REF: 130#54001M 1ou 110 0-005-10 pg/mL. | 28 days urine: £0.15 pg/mL
function Albumin X ~ Excretion rates: £19.6 ug/min
REF: 130#54002Mm 20 ML 10 0.200-480 pg/mL. | 28 days 24-hour urine: <28.4 mg/24-hour
Less than 70 ng/mL for the PG | level and less
Pepsinogen | . " than 3.0 for the PG I/ll ratio as cut-off values
REF: 130#51019M 20pL 5 0.100-500ng/mL 28 days gave the highest detection rate in the diseases
with atrophy of fundic gland mucosa
Less than 70 ng/mL for the PG | level and less
Pepsinogen Il 50 pL 1:5 0.050-100ng/mL 28 days than 3.0 for the PG I/l ratio as cut-off values
REF: 130#51020M . gave the highest detection rate in the diseases
with atrophy of fundic gland mucosa
Gastrin-17 . 0.200-500pmol/L 14 days 1.7 /L ~7.6 /L
REF: 130¢01522M S0 ML 1:10 Y +/ pmOYL =£.6 pmo
Men: 0-10 years old: 0.085 - 6.61 ng/mL
11-19 years old: 0.071 - 11.2 ng/mL
. 20-79 years old: <0.010 - 2.54 ng/mL
H (hGH : -
REF'G13(()#700)01M 20 L ikl DOl 25 el Women: 0-10 years old: 0.113 - 7.95 ng/mL
’ 11-20 years old: 0.119 - 8.30 ng/mL
21-77 years old: 0.116 - 9.17 ng/mL
IGF-l . Comprehensive reference range, please refer
1:2 2.500-2000 ng/mL
REF: 130¢55007M| 0 ML ngim 28 days to IFU
IGFBP-3 10 pL / 0.050-16 pg/mL 7 days Comprehensive reference range, please refer
REF: 130#98505M to IFU

Assay Opened Stability Assay Opened Stability
free Estriol 4 weeks Toxo IgG 4 weeks
AFP(Prenatal Screening) 4 weeks Toxo IgM 4 weeks
free-B-HCG 4 weeks Rubella IgG 4 weeks
HBeAg 4 weeks Rubella IgM 4 weeks
Anti-HCV 4 weeks CMV IgG 4 weeks
Anti-HAV 4 weeks CMV IgM 4 weeks
HIV Ag/Ab Combi 4 weeks Direct Renin 4 weeks
Chagas 4 weeks Angiotensin | 4 weeks
HTLV I+l 4 weeks Angiotensin I 4 weeks
Rev T3 4 weeks

Conversion factor of MAGLUMI® immunoassays

Assay Conversion Factor Assay Conversion Factor
nmol/L x 0.077688 = pg/dL Hg FEU/mLx1=mg FEU/L
TT4 _ D-dimer _
Mg/dL x 12.872 = nmol/L Mg FEU/mLx1000=ng FEU/mL
TT3 nmol/L. x 0.651 = ng/mL Angiotensin | /L =0.771xng/mL
ng/mL x 1.536 = nmol/L nmolft. =0.771xng/m
= pmol/L x 0.077688 = ng/dL. - B L =R SRl
ngldL x 12.872 = pmoliL TgeEnE I pmolfl- =0.956>pg
FT3 pmoliL x 0.651 = pg/ml. ACTH /mL x 0.2202 = I/L
pg/mL x 1.536 = pmol/L. pg/mL x 0.2202 = pmo
. ng/mLx0.3333= nmol/L;
1U/mLx1.21=ng/mL C-Peptid
P mex gl D nmol/Lx3.0=ng/mL.
PRL(Prolactin) ng/mLx21.2=plU/mL Calcitonin pg/mLx0.293=pmol/L
Estradiol pmol/Lx0.272 = pg/mL Osteocalcin ng/mL x 0.171 = nmol/L
Testosterone ng/mLx3.47= nmol/L 25-OH Vitamin D ng/mLx2.50=nmol/L
DHEA-S Hg/dLx0.02714=pmol/L Intact PTH pg/mLx0.106=pmol/L
Progesterone ng/mLx3.18=nmol/L C IV (Col IV) ng/mL*0.002=nmol/L
free Estriol ng/mLx3.467=nmol/L Cholylglycine 2.148xpug/mL=pmol/L
. nmol/L x 0.78 = ng/mL
SHBG nmol/Lx0.095=pg/mL Digoxin ng/mL x 1.28 = nmol/L
Androstenedione ng/mLx3.492=nmol/L CSA ng/mLx1=pg/L; ng/mLx0.8315=nmol/L
AFP(Prenatal Screening) 1U/mLx1.21= ng/mL Vitamin B12 pg/mLx0.738=pmol/L
S 1M Hg/mLx0.001=g/L pg/mLx0.00103 = pmol/L|
s-cTn pg/mLx1=ng/L g PMOl/Lx971 =pg/mL
NT-DroBNP ug/mLx0.001 = g/L
“pro pg/mL x 0.118 = pmol/L IgA 1g/mLx0.00625 = pmol/L
Hmol/Lx160 = pug/mL
BNP pg/mLx0.289= pmol/L IgE 1U/mL*2.4=ng/mL
Hg/mLx0.001=g/L
GH (hGH) ng/mLx3.0 = mIU/L 19G pg/mLx1=mg/L

Hg/mLx0.00667= umol/L

Except for the following assays, all assays can be applied in serum and plasma

Assay Sample Type Assay Sample Type
PAP serum Angiotensin | plasma
NSE serum BNP plasma
S$-100 serum D-dimer plasma
TPA-snibe serum MPO plasma
PIGF serum D-dimer plasma
sFIt-1 serum TAT plasma
AFP(Prenatal Screening) serum ™ plasma
free-B-HCG serum PIC plasma
PAPP-A serum tPAIC plasma
Anti-HAV serum Direct Renin plasma
Toxo IgG serum Angiotensin 1l plasma
Toxo IgM serum ACTH plasma
Rubella IgG serum Aldosterone serum/plasma/urine
Rubella IgM serum C-Peptide serum/plasma/urine
CMV IgG serum IgA serum/plasma/urine
CMV IgM serum 1gG serum/plasma/urine
ICA serum B2-MG serum/plasma/urine
Proinsulin serum Folate (FA) serum/plasma/whole blood
ICA serum Albumin urine
Cholylglycine serum CSA whole blood
Gastrin-17 serum FK 506 whole blood
IGFBP-3 serum SARS-CoV-2 Ag nasopharyngeal swab / oropharyngeal swab
Rev T3 serum
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