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In-Vitro
Diagnostics

In-Vitro Diagnostic Market Size
Compound Annual Growth Rate(CAGR) of over 5%

Rank

@ Immunoassays: 24.7% o Coagulation: 3.4%

@ Whole Blood Glucose Monitoring: 13.4% @ !mmunohematology: 2.7% Immunoassays: 24.7%
@ Clinical Chemistry: 10.6% @ Blood Screening Immunoassays: 2.5%

@ POC/POL: 10.6% @ Central Lab Critical Care: 1.4%

@ clinical Molecular: 9.9% @ Biood Screening Molecular: 1.4%

@ MWMicrobiology: 5.2% @ Clinical Flow Cytometry: 1.1%

@ Anatomic Pathology: 5.1% @  Urinalysis: 1.0%

@ Hematology: 5.0% @ Other Products: 1.9%

Snibe International Business Growth Annual New Installation Unit

2013

2014 2015 2013

2016 2017 2018 2019 2014 2015 2016

2017 2018 2019

Snibe’s core products were put into batch production in 2010 and since then,
the company has experienced rapid growth and development.
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Focus Makes Profession

Launched the fastest CLIA

Company Profile 2018 .

0o analyzer MAGLUMI X8 . PS
L 4
Snibe is a leading brand of Chemiluminescence immunoassay solution from Shenzhen, China. Also, Snibe is the first Py -
company who got FDA cleared on Chemiluminescence immunoassay product in China. 201 6 ‘
With more than 1700 staffs, Snibe has been focusing on Chemiluminescence immunoassay solution for 25 years. At Launched CLIA analyzer . *
present, Snibe’s products have been widely exported to more than 145 countries with more than 12000 installations MAGLUMI 4000 Plus *
globally. Q . P -
Best Quality, Best Service is our target. Snibe would like to be the pioneer in global diagnosis field. e ' ZOA
201 4 - The New Headquarters
o e put into use
New Production Center Py
and Headquarters put into use s’
201 0 L P 201 7 o
Launched automated - % — —
CLIA analyzer - 1st CLIA manufacturer
o) and dedicated kits ‘ in China who got FDA cleared
-®
-
»
0 2008 .- .
Developed China's first automated - SR
2005 CLIA analyzer and dedicated kits » The new headquarters
- - in Pingshan starts construction
Developed semi-auto CLIA analyzer - ini® v 201 2
and dedicated reagent kits. AR — 0
o Received "Shenzhen science and - Developed China's

- 2007 SR 0 liafional As a leading IVD brand in China, Snibe is characterized by the following features:

technology innovation award" - = first Integrated System o
@
1997 -
High-tech Enterprise" award
« Application of advanced magnetic microbeads as the key separation material for its CLIA system
« Application of advanced synthesized small-molecule organic compounds as markers

-
-
Developed enzyme-linked - . fe)
immunoassay system-Magimuzyme ‘ - v 2009
ISO 9001. ISO 13485 certified
2002 by TUV Joined "National O . . I
—_—  Developing and producing automated Chemiluminescence Immunoassay Systems

- -
-
. -m" -
S B
High-tech Industrialization

1 99 5 Received "Shenzhen High-tech Enterprise* | Demonstration Project”
o

Founded in Shenzhen, China




Total Laboratory Automation Solutions CATLAS -TCA

Aliquoter & Labeler Module Conveyors Third-Party Board F model

I model

g T model
Recapper Module

=
>

ES Flex Module Fully-Automatic Biochemistry Analyzer Bypass Module MAGLUMI® x8 Fully-Automatic CLIA Analyzer Cold Storage Module Recapper Module U model




Focus Makes Profession

Integrated System

Biolumi 8000

Bialuml B000 lSnibc’

Flexible combination of different module
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Specificity
¢ IMMUNOASSAY MODULE (1) BIOCHEMISTRY MODULE (B) ELECTROLYTE MODULE(E) SAMPLE PROCESSING MODULE(S)

» Magnetic separation, flash CLIA technology ¢ 1600 tests/hour ¢ 1000 tests/hour ¢ Loading 280 samples at one time

e More than 160 parameters (Tumor marker, Fertility, Hepatic Fibrosis, e Continuous loading reagent during operation e Continuous loading reagent during operation e Recognize the barcode of primary tube

Z‘thao?‘mmn?;ir?g Zlé)r)litoring, Cardiac Markers, Infectious Disease, e Clot detection, liquid level detection ¢ Clot detection, liquid level detection e Continuous loading and unloading samples during operation
« 25 reagents on board ° Wavelength range 340nm - 800nm, * Specific STAT channel
detect 16 different wavelengths simultaneously
¢ 280 tests/hour
o Clot detection, liquid level detection
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Immunoassay
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MAGLUMI 600

l SPECIFICATION

e Throughput: Maximum 180 tests/hour

e Sample and reagent continuous loading
e On board capability: up to 16 samples
e Reagent position: 4

* Random access or batch mode, STAT

¢ TARGETED END-USER
e Small labs
e Back-up

¢ TEST VOLUME PER DAY
¢ 5-10 parameters

* Daily test: 10-35

MAGLUMI 800

¢ SPECIFICATION

e Throughput: Maximum 180 tests/hour

e Sample and reagent continuous loading
e On board capability: up to 40 samples

e Reagent position: 9

¢ Random access or batch mode, STAT

¢ TARGETED END-USER
e Small labs
e Mid-size Labs

¢ TEST VOLUME PER DAY
® 5-10 parameters
o Daily test: 40-80

ProaJ)
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MAGLUMI 2000

l SPECIFICATION

e Throughput: Maximum 180 tests/hour

e Sample and reagent continuous loading
e On board capability: up to 144 samples
* Reagent position: 15

* Random access or batch mode, STAT

* Inpeco Automation Track Connectable

¢ TARGETED END-USER

* Mid or large size labs
* Hospitals

€ TEST VOLUME PER DAY

e > 20 parameters
¢ Daily test: 100-300
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MAGLUMI 2000 Plus

MAGLUMI 4000 Plus

Fastest CLI;\

in the World@

MAGLUMI X8

¢ SPECIFICATION

¢ Throughput: Maximum 180 tests/hour

e Sample and reagent continuous loading
e On board capability: up to 144 samples

* Reagent position: 25

* Random access or batch mode, STAT

* Refrigerated sample and reagent area

* Inpeco Automation Track Connectable

€ TARGETED END-USER

e Large labs
¢ Hospitals
e Chain labs

¢ TEST VOLUME PER DAY

e > 20 parameters
e Daily test: 100-300

¢ SPECIFICATION

e Throughp ut: Maximum 280 tests/hour

e Sample and reagent continuous loading
o On board capability: up to144 samples

* Reagent position: 25

¢ Random access or batch mode, STAT

* Refrigerated sample and reagent area

* Inpeco Automation Track Connectable

¢ TARGETED END-USER

e Large labs
¢ Hospitals
e Chain labs

¢ TEST VOLUME PER DAY

® > 20 parameters
¢ Daily test: > 300

i SPECIFICATION
e Throughput: Maximum 600 tests/ hour

e Up to 2400 tests/hour (Four modules
combined)

e Sample and reagent continuous loading
e On board capability: up to 300 samples
* Reagent position: 42

* Random access or batch mode, STAT
* Refrigerated reagent

® Capable to link Laboratory Automation
system (TLA/LAS)

¢ TARGETED END-USER

e Large labs
¢ Hospitals
e Chain labs

¢ TEST VOLUME PER DAY

® > 20 parameters
e Daily test: > 500

07/08



MAGLUMI Test Menu

Tumor Markers Cardiac

Ferritin CK-MB
AFP Troponin |
CEA Myoglobin
Total PSA hs-cTnl
f-PSA H-FABP
CA 125 NT-proBNP
CA15-3 BNP
CA 19-9 Aldosterone
HCG/B-HCG Angiotensin |
Tg (Thyroglobulin) Angiotensin Il
PAP Direct Renin
CA50 D-Dimer
CYFRA21-1 Lp-PLA2
CA 242 hs-CRP
CA72-4 *MPO
NSE
S-100
SCCA
PeLZ%zg:abnel Toxo lgG
) Toxo IgM
Pepsinogen Il Rubella IgG
Gastrin-17
. Rubella IgM
H.pylorll 19G CMV IgG
H.pylorl IgA CMV IgM
H'pymg ',\9/"'\(’3' HSV-1/2 IgG
Calliitonin HSV-1/2 IgM
Proinsulin HSV-2 IgG
*HSV-2 IgM
PrOGHFéZ HSV-L IgG
HER.2 HSV-1 IgM
*PIVKA-II

ADTSH (3rd Generation) HBsAg
ATy Anti-HBs
LT3 HBeAg
DTy Anti-HBe
ADET3 Anti-HBc
Tg (Thyroglobulin) Anti-HCV
TGA (Anti-Tg) Syphilis
Anti-TPO Anti-HAV
TRAb HAV IgM
TMA HIV Ab/Ag Combi
Rev T3 Chagas
*T-Uptake HTLV I+l
H.pylori IgG
H.pylori IgA
H.pylori IgM
*Anti-HBc IgM
Digoxin Vitamin B12
CSA (Cyclosporine A) Ferritin
FK 506 (Tacrolimus) Folate (FA)
*RBC Folate

|

Prenatal Screening

AFP (Prenatal Screening)
Free p—-HCG

PAPP-A

HCG/B-HCG

free Estriol




Glyco Metabolism

C-Peptide
Insulin

ICA

IAA (Anti Insulin)
Proinsulin

GAD 65
Anti-IA2

Hepatic Fibrosis

HA

PIIIP N-P
ClIv
Laminin
Cholyglycine

EBV

EBV EAIgG
EBV EA IgA
EBV VCAIgG
EBV VCA IgM
EBV VCA IgA
EBV NA IgG
EBV NA IgA

' Broadest CLIA Test Menu

Fertility

FSH

LH

HCG/B-HCG
PRL

Estradiol
Testosterone
free Testosterone
DHEA-S
Progesterone
free Estriol
17-OH Progesterone
AMH

SHBG
Androstenedione
*PIGF

*sFlt-1

Inflammation Monitoring

hs-CRP

PCT (Procalcitonin)

IL- 6

*SAA(Serum Amyloid A)

Autoimmune

Bone Metabolism

|

TGA(ANti-TQ)
Anti-TPO

TRADb

TMA

ICA

IAA(Anti Insulin)
GAD 65

Anti-l1A2
Anti-dsDNA 1gG
ANA Screen

ENA Screen
Anti-Sm 1gG
Anti-Rib-P IgG
Anti-Scl-70 1gG
Anti-Centromeres 1gG
Anti-Jo-1 1gG
Anti-M2-3E I1gG
Anti-Histones 1gG
Anti-nRNP/Sm IgG
Anti-SS-B 1gG
Anti-SS-A 1gG
Anti-CCP
*Anti-Cardiolipin IgG
*Anti-Cardiolipin IgM
*Anti-MPO

Calcitonin
Osteocalcin

25-0OH Vitamin D
Intact PTH
*B-CrossLaps (B-CTx)
*total PINP

Kidney Function

B,-MG
Albumin
*NGAL

}

Immunoglobulin

IgM
IgA
IgE
IgG

[ omers

Cortisol
GH (hGH)
IGF-I
ACTH
IGFBP-3

I

*Available Soon ﬁ
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MAGLUMI Special Assays

4

Autoimmune (Anti-dsDNA, ANA Screen, ENA Screen,
Anti-Sm, Anti-Rib-P, Anti-Centromeres, Anti-Jo-1,
Anti-M2-3E, Anti-Histones, Anti-nRNP/Sm, Anti-SS-B,
Anti-SS-A, Anti-CCP)

Antinuclear antibodies (ANA) are autoantibodies of different specificity
directed against antigens of the cell nucleus. Systemic autoimmune
diseases are characterized by the presence of antinuclear antibodies.
The presence of antinuclear antibodies occurs with high frequency in
systemic autoimmune diseases such as Systemic Lupus
Erythematosus (SLE), Mixed Connective Tissue Disease (MCTD),
Sjogren’s Syndrome (SS), Systemic Sclerosis (SSc),
Poly/Dermatomyositis (PM/DM) and Primary Biliary Cirrhosis (PBC).

Anti-TPO

Thyroid peroxidase (TPO) is a key enzyme in the synthesis of thyroid
hormones. Disorders of the thyroid gland are frequently caused by
autoimmune mechanisms Anti-TPO activate the complement. The
increase of Anti-TPO is often seen in autoimmune thyroid diseases
such as: Hashimoto thyroiditis, Graves’ disease and Hypothyroidism.

TRAD

TSH receptor antibodies (TRAbs) are the auto- antibodies of the thyroid
membrane TSH receptor (TSHR). TRAbs are grouped depending on
their effects on receptor signalling: activating antibodies (associated
with hyperthyroidism), blocking antibodies (associated with thyroiditis)
and neutral antibodies.

25-OH Vitamin D

25-OH Vitamin D (25-hydroxylation of Vitamin D also known as
Calcifediol) is a prehormone that is produce in the liver by hydroxylation
of Vitamin D by the enzyme cholecalciferol 25-hydroxylase.
Concentration of 25-OH Vitamin D is considered the best indicator of
Vitamin D status.

<

ProGRP

Gastrin-releasing peptide (GRP) is an important regulatory molecule.
Studies have confirmed that small cell lung cancer (SCLC) patients with
tumor cells produced GRP and ProGRP was positively correlated,
therefore, the detection of ProGRP in serum is a general method.

H.pylori IgG & IgA & IgM

After contact with H.pylori, patients may exhibit antibodies of classes
IgA, IgG and IgM against H.pylori in the serum. IgM antibodies are
formed a few days after contact with H.pylori. After a few weeks specific
IgM is no longer detectable. IgA antibodies usually form after a few
weeks and remain detectable over a long time period.

HER-2

Numerous reports have revealed that the Human Epidermal Growth
Factor Receptor 2 (HER-2) gene and its protein products play an
important role in the occurrence, development and metastasis of breast
cancer. The overexpression of HER-2 usually indicates that breast
cancer is highly malignant and prone to relapse and metastasis with
poor prognosis.

SCCA

The SCC-Ag is a serological tumor marker and it is a subfractions of
the tumor-associated antigen TA-4, characterized as glycoprotein.
Serum concentration of SCC-Ag correlate with stage of disease, the
presence or absence of risk factors, the effect of treatment and the
oncological outcome.



HE4

The human epididymal protein 4 (HE4) belongs to the family of whey
acidic four-disulfide core (WFDC) proteins with suspected trypsin
inhibitor properties. HE4 can detect 67% sensitivity to ovarian cancer
with a specific level of 96% and shows the highest sensitivity of any
single marker, especially in early stage disease.

Gastrin-17

Gastrin-17 has the strongest biological activity in the Gastrin family,
which can be used for the diagnosis of Zollinger-Ellison Tumor
(Gastrinoma) and Peptic Ulcer Disease, early screening and prognosis
of Gastric Carcinoma and differential diagnosis of Chronic Atrophic
Gastritis (CAG).

CA 50

Cancer antigen 50 (CA 50) is a non-specific tumor marker for a variety
of cancers, which may elevate in most cases of pancreatic cancer. CA
50 has been used to diagnose different types of cancers in combination
with other markers. It has also been used to evaluate treatment
response and monitor cancer recurrence.

CA 72-4

Elevated CA 72-4 has been found in patients with epithelial ovarian
cancer but not those with benign ovary diseases. Therefore, CA 72-4 is
a valuable marker for distinguishing patients with ovary malignant
diseases between those with benign diseases. Combination test of CA
72-4, CEA and CA 199 could increase the sensitivity for diagnosis of
gastric cancer.

PG I/PG I

Pepsinogen (PG) is a kind of aspartate protease secreted by digestive
gland. According to the immunogenicity it can be divided into two types:
PG Il and PG Il. PG can be used to reflect the status and function of
gastric mucosa. PG I/PG Il < 3 as diagnostic cut- off value.

CA242

CA 242 has been used in the diagnosis of pancreatic cancer and
colorectal cancer. In combination with other markers such as CA 19-9
and CEA, increased sensitivity and specificity may give some values for
cancer diagnosis. CA 242 is also used to monitor patients with
pancreatic cancer and colorectal cancer after surgery.

NSE

Neuron specific enolase (NSE) is a kind of enolase that involved in
glycolysis pathway. The study of NSE shows that it excessively exist in
the tumors which origin from neuroendocrine tissue, especially in small
cell lung cancer (SCLC), results in the obvious increase of serum NSE
level.

CYFRA 21-1

As the high specificity and sensitivity, CYFRA 21-1, a fragment of
cytokeratin 19, has become the most valuable serum tumor marker for
squamous cell carcinoma, especially for the non-small cell lung cancer
(NSCLC) and becoming the first choice of NSCLC diagnosis.
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MAGLUMI Special Assays

4

f-PSA/Total PSA

The level of Prostate-specific antigen (PSA) is very low in the blood of
healthy men, most PSA is often bound to serum proteins while few of
the PSA which are not bound with serum proteins, is defined as “free
PSA (f-PSA)". A lower ratio of f-PSA/total PSA is an indicator of
prostate cancer occurrence or recurrence.

Androstenedione

Androstenedione is a C19 steroid hormone, and its overproduction is
due to ovarian dysfunction or may be of adrenal origin. High circulating
levels are found in women with polycystic ovaries and 21-hydroxylase
deficiency. Significant lower levels are found in postmenopausal
osteoporosis.

SHBG

Sex hormone-binding globulin (SHBG) is a glycoprotein responsible for
blood transport of testosterone and estradiol. Blood SHBG
concentrations are affected by a number of different diseases, such as
hyperthyroidism, hypogonadism, hirsutism, virilism, polycystic ovarian
syndrome (PCOS).

17-OH Progesterone

17-OH Progesterone is mainly converted by Progesterone in Adrenal
cortex, and partly in gonad. 17-OH Progesterone can be used for the
evaluation of patients with suspected congenital adrenal hyperplasia
(CAH), primarily for newborns and adolescent girls. 17a-hydroxylase
deficiency may lead to very low or undetectable levels of 17-OH
Progesterone.

4

free Testosterone

Only measurement of free testosterone permits the estimating of the
hormone biological activity. Free testosterone determinations are
recommended to overcome the influences caused by variations of
transport proteins on the total testosterone concentration.

AMH

The Anti-Mullerian Hormone (AMH), a peptide homodimer of molecular
weight 140 kDa, plays an important role in sexual determination and
differentiation during embryonic development. AMH is correlated with
ovarian pathophysiology and can be used for the diagnosis of abnormal
sex development in children.

H-FABP, hs-cTnl

For early diagnosis of acute myocardial infarction (AMI), Heart-type
Fatty Acid Binding Protein (H-FABP) and hs-cTnl show better detection
sensitivity. H-FABP is an ideal diagnostic marker of AMI recurrence and
an important mortality predication marker of acute coronary syndrome
(ACS). The hs-cTnl assays will improve both early diagnosis and short
and long-term risk stratification.

NT-proBNP

NT-proBNP is a marker of hemodynamic stress on the heart, denoting
the neurohumoral activation of the myocardium. NT-proBNP is mainly
secreted by myocardial cells of ventricular wall, which can used for
diagnosis of congestive heart failure (CHF), grade and prognosis of
heart failure and risk stratification of patients with acute coronary
syndrome (ACS) and CHF.



l Lp-PLA2

Lp-PLA2, a member of phospholipase A2 superfamily, is associated
with circulating atherogenic lipoproteins, and is highly expressed in the
diseased vessel. Lp-PLA2 has predictive value for CHD or
cardiovascular complications in healthy individuals and for recurrent
events in patients with known atherosclerosis.

Direct Renin

Renin, also known as an angiotensinogenase, is a kind of proteolytic
enzyme secreted by the juxtaglomerular cells of kidney. Direct Renin
can be used for the diagnosis of hypertension, the guidance for
hypertension treatment and the diagnosis of renin-producing tumors in
the kidney. The ratio between Direct Renin and Aldoterones can be used
for the diagnosis of Primary Aldosteronism (PA).

Aldosterone

Aldosterone (ALD) is a hormone synthesized by the adrenal glands,
which plays an important role in maintaining normal sodium and
potassium concentrations in blood. Testing ALD can be used for
diagnosis of the primary hyperaldosteronism (Conn's syndrome) and
secondary hyperaldosteronism.

Hepatic Fibrosis
(HA, PIIIP N-P, C IV, Laminin, Cholyglycine)

Hyaluronic acid (HA) can sensitively reflect the fiber amount generated
in liver and show the condition of liver damage accurately. In chronic
liver diseases and fibrosis, Laminin (LN) is progressively deposited
along Disse’s space accompanying sinusoid capillarization and its
serum values have been related to the degree of portal hypertension. P
TP N-P serum can reflect the stage of liver fibrosis in chronic liver
disease. Type IV collagen (C 1V) is one of the earliest synthesized
during experimental injury, and the serum level of C IV is a useful
biomarker in the research of hepatic injury and fibrosis. When liver cells
are damaged, the capacity of CG absorption reduced, CG
concentration in the blood increased.

<
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PCT, IL-6

Procalcitonin (PCT) and Interleukin-6 (IL-6) can be released as an
acute-phase reactant in response to inflammatory stimuli, especially
those of bacterial origin. PCT will be increased in bacterial infections,
reflecting the activity of systemic inflammatory response. IL-6 reaches
peak concentrations several hours before the rise in CRP and PCT
concentration occurs, therefore, IL-6 and PCT can be used for the
inflammation monitoring with combined detection.

CSA

Cyclosporin A (CSA) is used in medicinal transplantation and cure of
autoimmune diseases as a available immunosuppressive drug. The
safety margin of cyclosporine is narrow. Therefore, the application of
cyclosporin requires drug monitoring.

FK506

FK506 (tacrolimus) is an immunosuppressive drug that is used mainly
for organ transplant to reduce the activity of the patient's immune
system. Monitoring the levels of FK506 in blood can promptly adjust
medication of FK506 via drug interactions and reduce the incidence of
renal toxicity and rejection.

Cortisol

Cortisol is synthesized from cholesterol and its production is stimulated
by pituitary adrenocorticotropic hormone (ACTH) which is regulated by
corticotropin releasing factor (CRF). Increased cortisol levels may
indicate: Cushing’s syndrome or Adrenal tumors in patients. Decreased
cortisol levels may indicate: Underactive or damaged adrenal glands
(adrenal insufficiency).
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Key Techniques

Chemiluminescence Immunoassay (CLIA) System

CLIA uses two important technologies, one is the labelling technology which determines the reaction mode, and the
other is a separation technology which determines the sensitivity, accuracy and precision of the reagents.

l LABELLING TECHNOLOGY

© Two types of labelling technologies
are commonly used. One is an
enzyme label and another is a
non-enzyme small molecule.Enzyme
label reagents are not very stable
and easily affected by the change of
storage conditions.

© The MAGLUMI system applies ABEI
labels. ABEI is a non-enzyme small
molecule with special molecular
formula to enhance stability in acid
and alkaline buffer.Using fast
Chemiluminescence, ABEI's
chemical reaction with sodium
hydroxide (NaOH) and Hyperoxide
(H,0,) finishes the process in 3
seconds.

SEPARATION TECHNOLOGY

MAGLUMI uses Magnetic Microbeads.
As separation technology, it has been
widely used in the field of CLIA.

Compared with traditional separation
technology, it has the following
advantages:

Shortening the reaction time by
enlarging the reaction area of
antigens and antibodies.

Enhancing the sensitivity by better
and faster capture of antigens and
antibodies.

Reducing inter or intra-assay
discrepancies significantly by mixing
the reagents thoroughly in a liquid
separation platform.

Enhancing the accuracy by absorbing
antigens and antibodies through
chemical reaction.

PRODUCT ADVANTAGES

Comprehensive test menu, over
160 parameters

High throughput, up to 600
tests/hour

Reliable performance, lower
breakdown rate

Same reagent package available
for series instruments

Integrated reagent kit, internal
control and calibrators FOC

Magnetic
microbeads



Principle

ONE STEP ASSAY

Incubation/Washing/Separation

TWO STEP ASSAY

Incubation/Washing/Separation

|
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Incubation/Washing/Separation
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Reagent Component

Magnetic Calibrator Buffer Dilutions
Microbeads High (Assay Dependent) (Assay Dependent)

Calibrator Displacing Reagent ABEI Label
Low Assay Dependent

Reagent (50T/100T)




Consumables
1

Wash Concentrate

Reaction Module

Starter 1+2 Tubing Cleaning Solution Reagent Storage Box
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Biochemistry Analyzer
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Biossays 240 Biossays 240 Plus
‘ SPECIFICATION ¢ SPECIFICATION
e Throughput: 240 tests/hour e Throughput: 240 tests/hour
e Sample Handling: up to 90 sample positions, STAT e Sample Handling: up to 90 sample positions, STAT
e Reagent Handling: up to 90 reagent positions, with refrigeration e Reagent Handling: up to 90 reagent positions, with refrigeration
e Reaction cuvette: 80 (Disposable) e Reaction cuvette: 80 (Reusable)
® |SE: optional ® |SE: optional
® Washing Station: Available

Biossays BC1200 Biossays BC2200
¢ SPECIFICATION ¢ SPECIFICATION
e Throughput: 600 T/H (Photometric), 600 T/H (ISE Module) e Throughput: 1600 tests/hour
e Sample Handling: 115 sample positions, STAT e Sample Handling: 280 sample positions, STAT
e Reagent Handling: 2 trays, 90 reagent positions, with refrigeration e Reagent Handling: 2 trays, 90 reagent positions, with refrigeration
* Reaction cuvette: 120 * Reaction cuvette: 330
* |SE:optional




Biochemistry Test Menu

Cardiac Hepatic ISE Special Protein

CK TBA Na IgM HDL-C or (O
CK-MB ALT (SGPT) K IgA LDL-C oo Acid
a-HBDH AST (SGOT) Cl IgG TC Jrea
LDH ALP Ca Transferrin TG Cyse
*LDH1 GGT pH *ASO ApoE R
TBIL "RF ARoAT (a2 MG
DBt ‘ORP i Fergo) Mo | e proen
GLU TP UIBC p(a) “RBP
LAC ALB *Urine/CSF Protein | Hey
“HbA1o *Ammonia *G6PD NEFA
“GSP *PA Fe (Iron) *C3
*D3-HB *CHE Ca *C4 a-AMY
“GA *AFU P (phos) *ACP LIP
NAG 5°-NT Mg Haptoglobin * Available soon

IR asaline wash
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Third-Party Quality Control

15 Contral Lyphochek” Tumor Marker Plus Contral
Levels 1, 2and 3

- SEEE @ Geme

From 2014, Snibe
becomes

the first Chinese CLIA
manufacturer which
BIO-RAD’s QC
information is available.

RAND®X owes CE RAND®X

IMMUNOASSAY PREMIUM PLUS - LEVEL 2 SMMLINO, ER e

(1A PREMIUM PLUS 2)

CAT. NO. 13110 GTIN: 5055173207262 SIZE: 12x5ml

ToTNG, Ieee  ExmRv o e

e From 2017, Snibe becomes

o e o pckagn Foart.
Thin Sevice b or prescription e sy,
SAFETY PRECAUTIONS AND WARNINGS

the first Chinese CLIA
manufacturer which
RANDOX’s QC information
is available.
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8 — As one of the most popular and
o reliable third party quality control
PREPARATION .
e el el e ere i provider, BIO-RAD & RANDOX's
i e quality control could be an
e P o vt (1 S T 54 excellent tool to monitor the
T oL AT W PO performance of immunoassay
FALLIE ASMGHMENT .
et et system in the lab.
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External Quality Assessment

Snibe participates various EQA program every year

RCPAQAP
Enrolment Certificate
OLLEGE of AMERICAN CHEMICAL PATHOLOGY
PATHOLOGISTS
2019
The College of American Pathologists recognizes This is to certify that
Participant no. 11259
snl be co Ltd Snibe QC Lab
No.16, Jinhui Road Pingshan New District Shenzhen 518122 China .
9392207-01 is enrolled in the following program(s) BIO-RAD Exterqal Qua“ty
Assurance Services (EQAS )

Asa tory mant in quality through
participation in the 2017 CAP Surveys, and/or Anatomic Pathology
Eikpontion Prugsurs Enrolment Date: 12 March 2019
o it RIQAS€
e T Cerheane of Parncipation

D 1Y Y ST ———
Randox International Quality

CAP Proficiency Test RCPAQAP Assessment Scheme (RIQAS)

2013 - 2014 2014 - 2015 2015 - 2016 2016 - 2017 2017 - 2018 2018 - 2019 .
Cw'ﬁfzc ate Cw'ﬁfzc ate Cw'ﬁfzc ate |  Cer !1)‘1( ate Ce}'tl')‘flic‘ate Certgﬁcate
mez(, Iency mez(, Iency mez(, Iency Prquc iency Prquc ienc y Proﬁczengz 'JJ

This is 1o cartily that

Stenspen New Indusrics L enghon Ne L (SNIBE)
Road 16 i Road =
Pings Disrict Pingshan New Disic 4
Senchen 318122 Shogn 518122 [ 'D
i ] has panicipatid in the international > <
25 Hydroyvitamin D EQAS S

and has mat the periormance tasget”
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Analyzer Production

e High precision Instrument Production, over 9000 m? e Auto-Chemistry Analyzer: 1500 units/year.
e Auto-Immunoassay Analyzer: 3000 units/year.

ap

' -. ] flost My | i 1
e S ) R
Reagent Production

e Modern kits production facility, over 12000 m? e With annual productivity of 4 milion reagent kits
e 8 production lines
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Analyzer Comparison

High workload system

Comparison Specification Throughput Time to Sample Clot REELEE On-board Lg?gil?\?e{\t‘:g}ger Operation Mode Reagent Kit On-board Shelf Life Stability of Lumination Label Substrate Solid Phase
First Result Positions Detection Positions REEIE] O T Reagent kit Recalibration
B MAGLUMI ) random access, control and Superpara magnetic
e Flash CLIA 600 tests/hour 15 mins 300 available 42 available 2912 b _ ‘ 4 weeks 1-4 weeks ABEI NaOH, H,0, "
e X8 atch, STAT calibrators included microbeads
y—rr
; MAGLUMI  EjashcLia 280 testsihour 16 mins 144 available 25 available 960 i control and 4 weeks 1-4 weeks ABEI NaOH, H,0, Superpara magnetic
# 4000Plus batch, STAT calibrators included microbeads
Immulite ) ) . random access, calibrators and QC Plastic balls,
SIEMENS 2000 Glow CLIA 200 tests/hour 35 mins 90 available 24 available 1000 batch, STAT extra charged 90 days 2 weeks ALP AMPPD centrifuging needed
Centaur random access calibrators and QC Superpara
. . . ) R . idini NaOH, H202
SIEMENS XP Flash CLIA 240 tests/hour 18 mins 180 available 30 available 1000 batch, STAT extra charged 4-28 days 1-4 weeks Acridinium ester magnetic particles
ABBOTT Architect . ) . random access, calibrators and QC . . NaOH. H.0 Superpara
i2000 SR Flash CLIA 200 tests/hour 15 mins 135 available 25 available 1200 batch, STAT extra charged 4-28 days 14 days Acridinium ester aOH, H,0, magneic particles
: | Cob d calibrators and QC Si
I obas ' ) . random access, : : o . uperpara
ROCHE I‘l E601 ECLIA 170 tests/hour 17 mins 150 available 25 available 1006 batch, STAT extra charged 4-28 days 2-4 weeks [Ru(bpy)*J*ruthenium TPA magnetic pariicles
DxlI ) . . random access, calibrators and QC Superpara
BECKMAN E 600 Glow CLIA 200 tests/hour 12 mins 60 available 50 available 2200 batch, STAT extra charged 56 days 56 days ALP AMPPD magnetic partiles
DIASORIN Liaison ' ) ) random access, ) Superpara
g XL Flash CLIA 180 tests/hour 17mins 120 available 25 available 1000 batch, STAT QC extra charged 4 weeks 2-4 weeks ABEI NaOH, H,0, magnelic partices
ORTHO ? Vgrss)%s Glow CLIA 189 tests/hour 16 mins 90 available 31 N/A N/A raggfcr;: asc.?Z?rs’ QC extra charged 4 weeks 28 days HRP luminogenic substrates Micro Well
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Analyzer Comparison

Medium workload system

Manufacturer Comparison Specification Principle Throughput Time to Sample Clot REELEN On-board Lg?g:?\?eyggger Operation Mode Reagent Kit
First Result Positions Detection Positions Refrigeration O T

On-board Shelf Life Stability of Lumination Label Substrate Solid Phase
Reagent kit Recalibration

calibrators and .
. S t
Snibe MAGLUMI Flash CLIA 180 tests/hour 17 mins 144 available 15 available 720 random access, quality control 4 weeks 1-4 weeks ABEI NaOH, H,0, upe;;i::::br::gg e
2000 batch, STAT included
Cobas ) . . random access, calibrators and QC - . Superpara magnetic
ROCHE g ViR ECLIA  88testshour  18mins 3075  available 18 available 180 Do 1T o choraed 14-56 days 4 weeks [Ru(bpy)*ruthenium TPA s
. ) . . random access calibrators and QC -
BECKMAN : Access 2 Glow CLIA 100 tests/hour 12 mins 60 not available 24 available 294 batch STAT ) extra charged 56 days 56 days ALP AMPPD Magnetic particles
e librators and QC
TOSOH == AIA9Q0Q  Floureseence  ggtesishour 20 mins 100 available  Max 100 cups ot available 120 ’al;‘:t‘;r; access, e a°;:r“g eg) N/A 90 days ALP 4-MUP Magnetic beads
I o Architect . . ’ random access calibrators and QC - Superpara magnetic
bt f 1 2 : 4-28 days 2 week A Est perpara mag
ABBOTT l i1000 SR Flash CLIA 100 tests/hour 5 mins 65 available 5 available 360 batch, STAT exira charged Y weeks cridine Ester / particles
LIAISON® ) ) ) random access, Superpara magnetic
DIASORIN G XS Flash CLIA 85 tests/hour 17 mins 48 available 10 available 172 batch, STAT QC extra charged 4 weeks 2 weeks ABEI NaOH, H202 particles
Low workload system
Manufacturer Comparison Specification Principle Throughput Time to RE] Clot REELEN On-board Lg?g{?vgeygg}ger Operation Mode Reagent Kit On-board Shelf Life Stability of Lumination Label Substrate Solid Phase
First Result Positions Detection Positions Refrigeration One Time Reagent kit Recalibration
— calibrators and i
Snibe L MAGLUMI o clia 180 teststour 17 mins 16 available 4 available 60 random access, quality control 4 weeks 1-4 weeks ABEI NaOH, H,0, Superpara magnetic
f 600 batch, STAT included microbeads
librators and .
random access, 2 Superpara magnetic
MA%-OUMl Flash CLIA 180 tests/hour 17 mins 40 available 9 available 240 batch, STAT qua_lit31 c:n;rol 4 weeks 1-4 weeks ABEI NaOH, H,0, O e
include
E calibrators and
BIOMERIEUX E’ VIDAS FIourtéfxence 30 tests/hour 45 mins 30 not available 30 not available 30 rag:;w as'?:-f-s’ quality control N/A 2-4 weeks ALP 4-MUP Coated pipetting tips
\ ’ included
AIA 600 Flourescence ' 52 test cups - iiabl random access, calibrators and QC 90 davs ] Magnetic particles
TOSOH M EIA 60 tests/hour 18 mins p available 52 not available 52 batch, STAT extra charged N/A Y ALP 4-MUP in oups
TOSOH ’;'6% Flourescence  ggieqghour  20mins  25testcups  avalable 2 not available 2 o acoess. calibrators and QC NA 90 days ALP 4-MUP Magnetic particles

extra charged

in cups
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Parameter Comparison

TEST MENU ABBOTT SIEMENS T SIEMENS BECKMAN BIOMERIEUX DIASORIN
ELECSYS ARCHITECT ALINITY ATELLICA CENTAUR IMMULITE UNICELL VIDAS LIASION
Applicable All MAGLUMI Cobas e601/e411 ARCHITECT Alinity Atellica IM 1300/ CENTAUR Immulite Mini LIASION
Analyzers Analyzers Modular E170 i1000/2000 SR ifii 1M 1600 CP/XP 2000 600/800 vidas/Vidas3 XL
Product Name
TSH (3rd Generation) O O O O O O O O (e} o
T4 o [®) ) o [®) ) o ) o )
T3 O O O O O O O O o O
FT4 O O O o O O O O o O
FT3 o) e} o o ¢} o o o o o
Thyroid Tg (Thyroglobulin) (¢] o * o o o
TGA (Anti-Tg) o o o o o o o o o o
Anti-TPO O O O (] O O O O O O
TRAb O O * O
TMA O
Rev T3 O
oT-Uptake * (@) O O (@) (@)
FSH O O O O O () O O o O
LH O O O * O O O O o O
HCG/B-HCG O ©] O O O O O O o O
PRL O O O O O O O O O O
Estradiol O O ] o) O ] O ] (e) O
DHEA-S O O O O O O O O O O
Progesterone @) ) @) * ) @) @) [¢) o) [¢)
Fertili ty Testosterone (¢] [©] o o [¢] o o o o o
free Testosterone [¢]
free Estriol @) ®) [¢)
17-OH Progesterone O
AMH O O * O ()
SHBG O (©] O O O O O O O
Androstenedione O * (e} o)
oPIGF * (©] * *
osFlt-1 * S * *
AFP (Prenatal Screening) O ©] O O O
Prenatal free B-HCG o (©] O o (¢]
. PAPP-A o o © * o
Screening
HCG/B-HCG O O O (] O O O O o O
Free Estriol o) (@] o)
Ferritin O O O o O O O O o O
AFP O O O O O O O O o O
Tumor CEA o o o o o o o o o o
Markers Total PSA o o o o o o o o o o
£-PSA o) o o o o o) o) o o o

SEEEINEIENECICRINCIEW [ ®Available soon
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Parameter Comparison

SIEMENS

SIEMENS ADVIA SIEMENS BECKMAN BIOMERIEUX DIASORIN
ATELLICA CENTAUR IMMULITE UNICELL VIDAS LIASION
Atellica IM 1300/ CENTAUR Immulite Mini LIASION
IM 1600 CP/XP 2000 600/800 vidas/Vidas3 XL
O O O O O O
(¢] (¢) (¢] (¢] o (¢]
(¢] ©) [¢] O ©) [¢]
(©] (©] (©] o (©]
* [¢] O [¢]
o
* O o) o
o
[¢]
o
@)
(¢] (¢] (¢]
(¢] o
(¢] O (¢] O (©]
(o] (e] [¢]
o o
(¢] ©) o @) [e]

Snibe
Applicable All MAGLUMI Cobas e601/e411 ARCHITECT Alinity
Analyzers Analyzers Modular E170 i1000/2000 SR ifii
Product Name
CA 125 o) fe) o e}
CA 15-3 e} o e} o
CA 19-9 le) le) o) fe)
HCG/B-HCG o) fe) fe) o
Tg (Thyroglobulin) le) @)
Pepsinogen | (@) O *
Pepsinogen Il [e) O *
Tumor Gastrin-17 o
Markers H.pylori IgG o
H.pylori IgA O
H.pylori IgM O
CA 50 o)
PAP e}
CYFRA 21-1 O O O ©]
CA 242 O
CA72-4 O o O
NSE ) ] o
S-100 (@) o
SCCA O O O (©]
TPA-snibe (@)
B,-MG o
Calcitonin O O
HE4 O o o O
Proinsulin (@)
ProGRP O o o O
HER-2 O
oPIVKA -1l * O O
Intact PTH O O O ©]
Bone Calcitonin o O
Metbolian Osteocal-cm : (@) (¢]
25-OH Vitamin D o o e} O
ef3-CrossLaps (B-CTx) * @)
etotal PINP * o

SEEEINETENEIEERINCERC[EN ®Available soon
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Parameter Comparison

TEST MENU Snibe ROCHE ABBOTT ABBOTT SIEMENS ng'vEIZS SIEMENS BECKMAN BIOMERIEUX DIASORIN
MAGLUMI ELECSYS ARCHITECT ALINITY ATELLICA ok IMMULITE UNICELL VIDAS LIASION

Applicable All MAGLUMI Cobas e601/e411 ARCHITECT Alinity Atellica IM 1300/ CENTAUR Immulite DxI Mini LIASION
Analyzers Analyzers Modular E170 i1000/2000 SR ifii IM 1600 CP/XP 2000 600/800 vidas/Vidas3 XL

Product Name

hs-CRP

PCT (Procalcitonin)
IL-6

oSAA (Serum Amyloid A)
CK-MB

Troponin |
Myoglobin

hs-cTnl

H-FABP
NT-proBNP

BNP

Aldosterone

Inflammation
Monitoring

o
%
%
o
(¢]

(e]
o
(e]

O|0|0| O
O|O0|0O| O
O|0|0| O
O|0|0| 0O

(e]
o
o
(e]
o

Cardiac

Angiotensin |

Angiotensin Il

Direct Renin

D-Dimer
Lp-PLA2
hs-CRP
*MPO
HA
Hepatic PIIIP N-P

Fibrosis cw
Laminin

Cholyglycine
IgM
Immunog- IgA
lobulin IgE
IgG
CSA (Cyclosporine A)
FK 506 (Tacrolimus)
Digoxin
HBsAg
Anti-HBs
Infectious HBeAg
Disease Anti-HBe
Anti-HBc
Anti-HCV
Syphilis

o
(¢]
o
o
o
o

o

*
o

Drug
Monitoring

%

(0]

O|0|0|O

o

o
O

o|0|O|O|0O|0O

O0|0[0|0|0|0|0|O0O|0|O|O0|O0O|O|O|O|OC[O|O|O|*|O|O0O|O|O|O|O|O|O[|O|O|O|O|O|O|*%|0O|0O|O
o
o

O|0|O0|O0|O0|O0|0O|0|0O|O
O|0|O0|O0|O0|O0|0O|0O|0O|O
oo |O0|0O|0O
O|0|O0|O0|O0|O0|0O|0|0O|0O
o

O|0|O0|O0|O0 |0 |0

SEEEINETENEEERINCER[EN @ Available soon
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Parameter Comparison

TEST MENU Snibe ROCHE ABBOTT ABBOTT SIEMENS ng'vElES SIEMENS BECKMAN BIOMERIEUX DIASORIN
MAGLUMI ELECSYS ARCHITECT ALINITY ATELLICA ok IMMULITE UNICELL VIDAS LIASION

Applicable
Analyzers

All MAGLUMI
Analyzers

Cobas e601/e411
Modular E170

ARCHITECT
i1000/2000 SR

Alinity
ifii

Product Name

Atellica IM 1300/
IM 1600

CENTAUR
CP/XP

Immulite
2000

Dxl
600/800

Mini LIASION
vidas/Vidas3 XL

Infectious
Disease

Anti-HAV

HAV IgM

HIV Ab/Ag combi

o

Chagas

(@]

o

HTLV I+l

Oo|0|O0|O0|O

H.pylori IgG

H.pylori IgA

O|0|O0|O|O|O

H.pylori IgM

eAnti-HBc IgM

TORCH

Toxo IgG

e}

Toxo IgM

Rubella IgG

Rubella IgM

CMV IgG

CMV IgM

O|0|O0|O|0O|O|O

o|0|O0|0O|O|O

HSV-1/2 IgG

Oo|O0|O|O|O|O|0O|O

* |0 |0O|O|O|O

*|%|O|O|O|0O

O[0|0O|0O|0O|0O

oO|0|O0|O|O

HSV-1/2 IgM

Oo|O0|O|O|O|0O|0O|O

HSV-2 IgG

o

oO|O0|O|O0|O|O|O|O

oHSV-2 IgM
eHSV-11gG

oHSV-1 IgM

EBV

EBV EA IgG

EBV EA IgA

EBV VCA IgG

EBV VCA IgM

EBV VCA IgA

EBV NA IgG

EBV NA IgA

Glyco
Metabolism

C-Peptide

Insulin

ICA

IAA (Anti Insulin)

Proinsulin

GAD 65

Anti-IA2

OlO0|O[O|0O|O0|0O|O|(O|O|O|O|O[O| *|%|*]|O0|O0|O0O|O0O|O|O|O|O|O|*|O|O|O|O|O|O|O|O

o|0|O0|O|O|O|O

SIEHEINEIENEIEER N ER R[N ®Available soon
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Parameter Comparison

Snibe ROCHE ABBOTT ABBOTT SIEMENS
TEST MENU MAGLUMI ELECSYS ARCHITECT ALINITY ATELLICA

SIEMENS
ADVIA
CENTAUR

SIEMENS
IMMULITE

BECKMAN
UNICELL

BIOMERIEUX DIASORIN

VIDAS LIASION

Applicable All MAGLUMI Cobas e601/e411 ARCHITECT Alinity Atellica IM 1300/ CENTAUR Immulite Mini LIASION
Analyzers Analyzers Modular E170 i1000/2000 SR ifii IM 1600 CP/XP 2000 600/800 vidas/Vidas3 XL

Product Name

Vitamin B12

Ferritin

Folate (FA)
®RBC Folate
TGA (Anti-Tg)
Anti-TPO

TRADb

TMA

ICA

IAA (Anti Insulin)
GAD 65

o

Anemia

O|0|O0|O|O|O

O|0|O0|O|O|O

O|0|O0|O|O|O
*

O|0|0O|O0O|O|O|O
O

*¥|O|O0O|O|0O |0

olO0|O0|O|O|O|O

Autoimmune  _Anti-lA2
ANA Screen

ENA Screen
Anti-dsDNA IgG
Anti-Sm IgG
Anti-Rib-P 19G
Anti-Scl-70 IgG
Anti-Centromeres IgG
Anti-Jo-1 IgG
Anti-M2-3E IgG (AMA-M2)
Anti-Histones IgG
Anti-nRNP/Sm IgG
Anti-SS-B IgG
Anti-SS-A IgG
®Anti-CCP
®Anti-Cardiolipin IgG
®Anti-Cardiolipin IgM
*Anti-MPO

Kidney P-MG

Function Albumin

*NAGL

Cortisol

GH (hGH)

IGF-1

ACTH

IGFBP-3

(¢]

O

Others

O[O0 |0O |0
O[O0 |0O |0

O|O|(0O|O |0 |%|O |0 |*|*% |*|O0O|O|O|O|O |O|O|O|O|O|O|O|O|O|O|O|O|O|O|O|O|O|O|O|O|O

k% % [% |O
O|O0 |0 |0 |0

SIEHEINEIENEIE SRR ERR[EN @Available soon
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Evaluation Poster

Preference of joint
detection for liver fibrosis 6

Snibe Reagent Research & Development
Center., Shenzhen, China

1 Background

Liver reprs inury troug fion of jen and other extracelular mairx, b .

these componens, rosis can be diagnosed. D hyaluronic acid (HA), laminin (L),
procollagen type Il amino-teminal pepide (PIINP)ype IV colagen(CIV) are proved to effecti

liver fibrosis diagnos Maglumi ful-auto chemiluminescence immunoassay (CLIA) system. AS joint

fon can improve the sensity and 0 some extont and ensure the rolabikty, a method to
at the ot fo of these our iomarkers s moduced
2 Methods
Herein, presenting resus of 120 pthological sampes (nclucing 1 e hoss and 21 v o
i) and 100 Voluteers from Magkumi Hepatc brois Quad marker test fo CLIA on the Maghum 4000,
SNIBE (Shenzhen New Industies Biomedical Engineering) ful autoanalyzer, The resul of four reagens - - - r—— e ¢ P g G 4 B s | ]
(A, LN, PIIP ', CV) are analyzed by ROC, determiing the optimum cutff values and compar et o e o . s P g i 3
] atkers, which i in Youden'sinds and AUC, Hj ; O 7 Al AT A A e |
agent ar all over 0.9, and hat of HA s over 0.93(0 931, even 34 P T, TR 3 2R T
tnese bomarers a omisng metho fothe dagnosis o er fros 4 Conclusions o T e 3 e e ||
s llustrated above, HA and LN of Sibe reagert kit " Pty iR —— IO I—
0891 and pecivey. PIIP N-P and C 1V do less el curing o iy - = "
: e e s e | ot by ¥ o e g |
oo it iesig

p tosis abilty than any single reagent, AUC for Duak-reagent
vely, with cutoff value of measurement and Tetra-eage uremer and 0.995 respecively, the distincion

HASLN> PIIP N-P >CIV. bew ot 15005,

Maglumi Hepatic fibrosis Q er test e fibrosis dags ecialy for the.
late stage. Owing t the imit sample, the diagnosis on early tion of diferent Iver fibrosis
stages have ot done completely, which is the forthcoming work

5 References

tesis for fibrasis in chronic HBV inection and

cepts of ver fibrosis suggest stelate cells and TGF-
rgets 3] J Cell Mol Med, 2006, 10:
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valuation Poster

s

JACROLIMUS: CONFRONTO TRA DUE METODI ANALITICI

Barzon', L Forner', MG Meneghini’, M Lovato’, C Dalla Valle, D Giavarina’

DEFINITION OF THE UPPER REFERENCE LIMIT FOR

THYROGLOBULIN ANTIBODIES ACCORDING TO NACB GUIDELINES.
COMPARISON OF SIX AUTOMATED METHODS

iboratorio Analisi ULSS 8 Berica, Vicenza —— . o - - o

Introduzione: il tacrolimus. m."‘w :

tiene alla classe degli inibitori - 3 = oy Honprtal of Uidine, Udhre

s st s ¢ VALUTAZIONE DI DUE METODI IMMUNOMETRICI AUTOMATIZZATI PER PP aieNT oEL vEweTe e g, Frdanine

VAl terapeutico rsreto e 'z

% A % of Versnd
poviassaath LA MISURA DEL 17c-IDROSSI-PROGESTERONE ELAS-Italia ULSS8 e
e bl LIGAND ASSAY 2017 P =
orgine. ot o R, Tozzoli', P. Metus!, F. DAwrizio?, E. Palella*

110 quanto questa tecnolog)
esperto. | metodi immunomet

tcorpo monodanale impigt ey
ol vluare e performance ¢ 170 srugremrars (L1-0o) rssreserts o omocrizes urodh saensben, ey degh Grvm e § sl Mt
ione del nuovo metodo M, lizzat cor .
P - e spianto dorgano. llmetodo di
erge ot ke accoppita ala spetrometria
Materl e meoditsn || T e T e e e Vameri 1 st e
i rene, i con metodo it T AZ and activity are possible new Stesi iultat, in quanto iz
[ ] anti-B2 ‘on i numerosi metabali della
vtown NY USA). llmetodo Mz markers for in patients with f2-glycop
o Dimension prevede ura i
o - o pant A e snprn (a0 - s Martes i, A AL St Pt B D', Fracrncs o T
e b, 8. st
ot e, scban ek ks | 3 ] Pt i Ry  Magiumi SNIBE con il meto-
L A y
[ i & metodi sono stas nalzzti 73 campion di sangue intero in
fy i i rene, sia con
e TAPE & o s S| ‘omatizato su Maglumi 600 SNIEE, Sherzhen Cina) che con meto- i
e Uit vy Tl Sousbanks - bl (antibody-conjugated magretic immunoassay) s piataforma Di-
01201 i ey ey °- = 2050 e ersSogros i o Y oS T y I
i i concordanza -2.4-1. gttt el puesisigly. st | melplmptnlitd vober. RV faglumi necessita i pretrattamento manuale del campione con
= 1 one Isante, mente il metodo Dimension prevede una s eseguita
S amente dalfanalizzatore. La corelazione tra | cue metodi & stata
con Fansls d regressone i Passing Bablok o con anal delle
ditland ¢ Aman. S

- Can o Pt paars hakor il mandemtations

- b
o i T i:

o . 2000, =

Mcoers (DL Baty g poefeesny  meseen ~

Py and packed 1ty 53] T ekt R & ey oie o =

o {5) i 1 riaton ia P wearstdty of abarcacersic.

ArsordblrA RS R el

Discussionel metodo in valutazione Maglumi SNISE ha di
mostrato una buona comparabilta con il metodo in uso Di-
mension Siemens. Tuttavia significativo & bias e ampia & la

medie. -
centrazioni di ciclosporina superiori a 200 ng/mLa mostrare
a minore concordanza, facendo fpotizzare la necessta, per
il metodo Maglumi Sribe, di diluizioni per concentrazioni
=== == z e . o7 e e s e o= S elevate. La sovrastima che si riscontra fispetto al metodo

e it u5iy

o semcarieaton commpaesd 13 800 (<0000} L+ piu dackmed hgher LSPLAT commstaton
e 3PLrwg (p0000%) BAICEH igCe pevwaning higher LEPLAT sciviy sl concamieian fuan|
. e o )

s

ESULTE: (s | 40d © ot 8PLe pasee Sucionnd Bqpulcant g Lo PLA platsmsts achoty| ‘

brarecn 01
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Letter of Recommendation

DIPARTIMENTO Df MEDICINA - DIMED 'm M" UniveRsiTA
Department of Mecdicing - Dimed DL STunl
Direttors: Prol. F B .-\ N "4 1 o1 Papova
UMMUPM
Via Gistinani, 2
35128Padova
ey

To whom it may concern:
lluhmlﬂmuwiwmwummmddm
Hosgital of Padava, Ray

Aan-m Laboralory iveruity
gloy for nibe CLIA systems.

Fiest of all, | would e 1o make a brief introduction of the University-Hospital of Padova: The
University of Pacus is bult in 1222 and If's one of the cidest 1op universities in Ewcps. The
Univarsity-Hoapaal of Padown is one of B bigges! hosplas in Raly,

mmmwmmaumnmmunurwmmm

curtantly in or avaiated in cooperaton aen as folows. Chalyghycine. CAS0. CAT24. GAD
ssmw\z IMCMMCHIGFY ACTH, DHEA-S, TRAD, IL-8, 25-0M
mbmFmrmmnmum‘mm anabytical
parforances a6 quin gocd and bocause of ho & biead test menu malable fe Maghumi. Wa
hurve bean working with the MAGLUMI 2000 Plus and this analyzer brought us high efficiency
and accurae resuls.

For the next siepa, we ane planning 10 try mor new bests such as Gastric Cancer Markers (H.
pylor G, Gastin-17, Papsinogen |, Pepainogen 1), IGFBP.3, PIGF, sFI-1 and 17-OH
on SNIBE MAGLUMI platiorm based on the past 7 years’ good sxperance

Should you have anmy furiher questions on the porformance of the sbove mentioned SIBE
MAGLLE system, 4o not hesdabe to contact me

Best Regards,
Pasova, Dctober 2218, 2010
FEEE
) i
Full Cinical Biochemistry and
Cinical ‘Biokogy

Departmerd of
Univaraity-Hospital of Padows

Doan

School of Medicine University of Padova

Mario Plebani

¢ Full Professor of Clinical Biochemistry and Clinical Molecular Biology
e Dean of School of Medicine University of Padova

¢ Director of Department of Laboratory Medicine University-Hospital of Padova

Italy Editor in Chief of the Journal CCLM and Diagnosis (Dx), Italy
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AACC Middle East - Dubai, 2019
Platinum Sponsor
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Colabicli - Panama, 2019
Diamond Sponsor

APFCB - Taiwan, China, 2016 Medica - Germany, 2018
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Medlab Middle East
MEDLAB Middle East
Feb. 03-06, 2020

Dubai, UAE

o

WorldLab w'é"

SEOUL 2020

IFCC WorldLab SEOUL
May 24-28, 2020
Seoul, Korea

g scrc and cincal e

37" Nordic Congress
Jun. 09-12, 2020
Trondheim, Norway

®

AACC

AACC
Jul. 26-30, 2020
Chicago,USA

o

ME

MEDICA

Nov. 16-19, 2020
Dusseldorf, Germany
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Top 10 Reasons Why Choose Snibe

» No.1 CLIA manufacturer in China
» No.1 fast CLIA analyzer MAGLUMI X8

» 1stin China who received FDA Cleared on CLIA product

» 25 years focusing on immunoassay and VD

» Reliable and stable ISO quality management system

» Qver 12000 units of MAGLUMI installation in more than 145 countries and areas

» Fast responding to market feedback and timely launching of new assays

» Qriginal manufacturer of core products including analyzers and reagents

» Advanced magnetic microbeads separation and ABEI labeling technology

» Quality guarantee by the third party quality control and External Quality Assessment (EQA)
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