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VAN BAN CONG KHAI
Noi dung va hinh thire du kién quang cdo trang thiét bi y té

Kinh giri: B Y té

1. Tén co s& cong khai: CONG TY TNHH SUC KHOE VA MOI TRUONG VIET NAM
M s6 thué: 0107506208

Dia chi: S6 34 phd Ba Triéu, Phuong Hang Bai, Quan Hoan Kiém, Thanh phd Ha Nbi
Dién thoai: 0936420012 Fax:

Emai : suckhoemoitruongvn@gmail.com Website:

2. Nguoi dai dién hop phép cua co so:

Ho va tén: Nguyén Thi Minh Phuong

S6 CMND/ Dinh danh/ Ho chiéu: 010092628 ngay cap: 28/03/2007 noi cap: Cong an thanh pho
Ha Noi

Dién thoai ¢ dinh: 0936420012 Dién thoai di dong: 0936420012

3. Thong tin vé trang thiét bi y té dy kién quang cao:

- Tén trang thiét bi y té: M4y xét nghiém déng mau ty dong

- Chung loai: ACL AcuStar

- M san pham (néu c):

- Hang san xut: Instrumentation Laboratory Company

- Nuée san xuat: UNITED STATES

- S6 Iuu hanh: 220003631/PCBB-BYT

- Tinh néng, tac dung: ACL AcuStar la may xét nghiém ty dong sir dung nguyén ly mién dich hoa
phat quang dé thuc hién cac xét nghiém dong cam mau trong cac phong xét nghiém 1am sang.
Thiét bi dung trong chan doan in vitro.

- Tén, dia chi cta chi s¢ hitu s6 luu hanh trang thiét bi y t&: CONG TY TNHH SUC KHOE VA
MQI TRUONG VIET NAM, S6 34 ph6 Ba Triéu, Phuong Hang Bai, Quan Hoan Kiém, Thanh
pho Ha Noi

- Canh bdo lién quan dén suc khoe nguoi st dung, di€u ki¢n bao quan (néu co):

Chung t6i cong khai ndi dung va hinh thtrc du kién quang cao dbi véi trang thiét bi y t& nhu sau:
Noi dung du kién quang cdo:

Nhu file dinh kém

Hinh thte du kién quang céo:

Khong phai bdo néi bao hinh

Co so cam két:

1. N6i dung thong tin cong khai 1a chinh x4c, hop phap va theo diing quy dinh. Néu c6 su gia mao,



khong dung su that co s& xin chiu hoan toan trach nhiém va s€ bi xtr Iy theo quy dinh cta phap
luat.

2. Bao dam ndi dung quang cdo phu hop vé6i ban ndi dung dir kién quang cdo da cong khai va hd

so cong bd tiéu chuan ap dung ddi voi trang thiét bi y té thudc loai A, B hodc hd so ding ky luu
hanh d6i véi trang thiét bi y té thudc loai C, D.

Ngwoi dai dién hop phap ciaa co s&
Xéc nhdn bang chit ky s6

SUC KHOE
VA MOI TRUGNG

fren Thi Minh Phuong
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A breakthrough in
specialty testing.

t's about time. And accuracy.

AcuStar

werfen



Unprecedented accuracy.

Simple to use. Innovative
Hemostasis specialty testing.

Fully automated specialty testing without
time-consuming manual processes and
highly technical skills.

Chemiluminescent technology, designed
specifically for the Hemostasis lab,
allows superior range and sensitivity vs.
ELISA or immunoturbidimetric assays.




ACL AcyStar--

HEMOSTASIS TESTING SYSTEM

Automates and standardizes highly
specialized assays and enhances assay
performance of routine tests.

Advanced assay technology, complemented with end-to-end automation, provides a quantum leap
in simplicity and throughput, while ensuring uncompromised results. Combines testing accuracy and
efficiency in ways never before possible.

* Highly sensitive immunoassays significantly « Assays onboard and available 24 hours/day,
improve performance 7 days/week

» Fully automated specialty assays e Assay calibration on lot change only

* Self-contained, reagent cartridges, stable up « Random access—no batching required

to 12 weeks onboard

Test menu

Comprehensive HemoslL® line of high-performance chemiluminescent assays.

aCL IgG Fully automated antiphospholipid panel

aCL IgM + Complete diagnostic menu for antiphospholipid syndrome
aB,GPI IgG « Differentiates assay |g isotypes

aB,GPI IgM * Reduces test time significantly

aB,GPI Domain | + Consolidated test panel replaces traditional ELISA assays
D-dimer Fully automated chemiluminescent D-dimer assay

« Aids in the diagnosis of venous thromboembolism

» Superior working range, sensitivity, and specificity vs. ELISA and
immunoturbidimetric assays

« Provides rapid turnaround time and availability 24 hours/day, 7 days/week

HIT-I9G ., ., Fully automated heparin-induced thrombocytopenia (HIT) assay
* Helps clarify suspicion of HIT
* Eliminates batch testing
» Provides rapid turnaround time and availability 24 hours/day, 7 days/week
VWF:Ag* From von Willebrand disease (VWD) screening to VWD typing
VWF:RCo* * Enhances analytical performance for VWD typing
VWF:CB* * High sensitivity VWF:Ag

* True VWF:RCo sensitive to Type Il VWD

ADAMTSI13 Activity* Only fully automated solution for diagnosis and monitoring of thrombotic
thrombocytopenia purpura (TTP)

* The only biologic marker specific for TTP
* Ensures timely, informed patient management
» Provides rapid turnaround times and availability 24 hours/day, 7 days/week

*Not available in all countries. Not FDA 510(k)-cleared and not Health Canada licensed. Not saleable in the United States and Canada.



Innovation through state-of-the-art
chemiluminescent technology.

The first instrument to introduce chemiluminescent technology in Hemostasis testing, in combination
with innovative assays, to significantly improve testing accuracy, assay range, sensitivity, and specificity,
all while saving valuable time.

Broad sensitivity and working range Differentiates among Ig isotypes

* Chemiluminescence offers a wide working * Provides specific isotype, yielding clinically
range and ability to detect very low and high significant results, rather than simply detecting
concentrations of analytes the presence of antibodies

 Working range of ACL AcuStar e Assays that cannot differentiate among
chemiluminescent D-Dimer assay is almost isotypes may vyield false high results due
10x other D-dimer assays (54.3-74,000 to detection of other non-pathogenic isotypes
ng/mL FEU)

Virtually no optical interferences

ELISA assays are typically susceptible to contaminants, which can increase absorption at different
wavelengths. If this occurs, optical interference can lead to falsely elevated results.

Chemiluminescent assays on the ACL AcuStar system are minimally impacted by optical interference
because contaminants are automatically removed.

Chemiluminescent technology

HemosIL AcuStar assay reaction mechanism

Antigen

R

Tracer: Isoluminol-labeled antibody

Light reaction triggered

Magnetic with H,0, and catalyst

article /
Qﬁ

Analyte of interest
from patient sample

Tracer binds specifically to the assay target, emitting light when an oxidizer and a catalyst
are added.

Light detector is highly sensitive and detects extremely low levels of light, significantly increasing the
linearity (or working range) vs. other technologies.



Innovative cartridge design offers
unmatched simplicity.

Innovative design makes testing simple and efficient—every step of the way.

Patented magnetic bead chamber resuspends reagent before pipetting into
reaction cuvette for consistent reproducibility.

All reagents needed for reaction are contained within chambers of cartridge,
eliminating multiple reagent vials used in standard ELISAs.

Covered probe access ports, minimizing reagent evaporation.

Barcode automatically imports assay type and master
calibration curve, facilitating assay set up.




Unprecedented simplicity.

Makes setup and testing simple. Automates and standardizes testing that, until now, required advanced
training and extensive manual processes.

1-2-3 step’ easy set-up

For assays For samples
a Load assay cartridge “ Load barcoded sample
Automatically reads cartridge barcode Automatically queries LIS for test
and imports master curve. programming.
e Adjust calibration 9 Press “Start”
(for cartridge lot change only) Automatically performs analysis and

Uses two calibration levels, included generates results.
in kit, to adjust master curve.

e Run quality control e Get results fast
Reads control type and assay from barcode Automatically calculates results for
on controls vial and runs QC tests. each assay.
Cuvette Tower Reagent Probe

Sample Probe

Reagent

Cartridge Area
Touchscreen
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Cuvette Waste
Drawer

Sample Area



Uncompromising quality.

Innovative design enhances testing experience for laboratory professionals.

Complete test panel
* Antiphospholipid panel
* D-dimer

o HIT

* VWD panel*

. TTP*

Simple to use

* No reagent handling: self-contained,
ready-to-use, precalibrated reagent cartridges

* Integrated barcode reader for cartridges and
samples

e Cartridges refrigerated at 4°C and stable
up to 12 weeks onboard

» Easy rack-loading system accommodates
up to 30 samples

 Windows interface and touchscreen,
flat LCD monitor with intuitive prompts

Fast and efficient

* Unprecedented efficiency for key
specialty assays

* Up to 20 reagent cartridges onboard

* Up to 20 different assays onboard
and available 24 hours/day, 7 days/week

« Up to 60 tests/hour
e Time to first results: ~30 minutes

* STAT or batch sample processing

Reagent cartridge area

Highly accurate

Automated chemiluminescent technology
boosts accuracy and sensitivity

Each assay lot is factory precalibrated to assure
accuracy and standardization

High sensitivity (secondary antibody linked
to isoluminol as tracer)

Broad working range with one-stage or
two-stage immunoassays

Virtually no optical interference

Differentiation among Ig isotypes

Reliability

Reagent cartridges

Automatic reflex testing
Automatic results validation
Westgard Rules

Levey-Jennings charts

Sample area

*Not available in all countries. Not FDA 510(k)-cleared and not Health Canada licensed. Not saleable in the United States and Canada.



Technical specifications

ACAcudStar

HEMOSTASIS TESTING SYSTEM

Detection technology

Chemiluminescence

Results autovalidation

YES

Continuous sample loading YES Security system YES (configurable)
Continuous reagent loading YES Events log system YES
Continuous operation YES Bi-directional interface YES
Samples transport system Sample racks Host query function YES

Samples onboard

30 (5/sample rack)

PC

External (dedicated)

Reagents transport system

Cartridges

Operating system

Windows 7

17" color LCD touchscreen

Reagents onboard 20 (refrigerated) Monitor

(external)
Reagents barcode reader YES (integrated) Keyboard/mouse YES (external)
Barcoded reagents YES (barcode includes lot, Printer YES (external)

exp. date and size)

Cuvettes onboard 280 User interface Windows 7-based
Tests per sample 20 Unit dimension h xd x w (cm) 54 x 62 x 87
~30 min. to first result, .
Throughput 60 samples/hr. Analyzer weight (kg) 77.25
Rerun testing YES (configurable)
Corporate Headquarters Worldwide Locations
Plaza de Europa, 21-23 The Americas Asia-Pacific Europe Lithuania
08908 'Hospitalet de Llobregat Brazil Australia Austria Kaunas
Barcelona, Spain Sdo Paulo Sydney Vienna +370-37-313157
+34-93-4010101 +55-11-46227878 +61-02-9098-0200 +43-1-256-58-000 The Netherlands
Canada China Belgium Béid% 480100
0 Richmond Hill, ON Beijing Brussels +5°1-/6-
Kgmgsggstcilgdnostics +1-800-552-2025 x6115  +86-10-59756055 +32-2-7252052 Poland
9 Colombia Hong Kong Czech Republic Warsaw
Headquarters and Bogoté +852-2792-7773 Prague +48-22-336-18-00
Technology Center +57-15-221-052 Shanghai +420-246-090-931 Portugal
180 Hartwell Road Mexico +86-21-66308671 France Lisbon
Bedford, MA 01730-2443 Mexico City India Paris +351-214247312
USA +52-55-5262-1760 New Delhi +33-182-30-86-00 Russia
+1-781-861-0710 Uruguay +91-490-29-550 Germany Moscow
Montevideo Japan Munich +7-499-124-45-59
+5982-481-81-33 Tokyo +49-89-909070 Spain
USA +871-3-5419-1301 Hungary Barcelona
Bedford, MA Korea Budapest +34-902-20-30-90
+1-781-861-0710 Seoul +36-1-882-73-10 UK
+82-1899-9217 Italy Warrington, England
Thailand Milan +44-1925-810141
Bangkok +39-02-25221

werfen.com

+66-271-226-28/9

For more information, contact your local Werfen sales representative or distributor.

ACL, ACL AcuStar, ACL Elite, ACL TOP, HemoCell, HemoHub, HemoslL, ReadiPlasTin, RecombiPlasTin, SynthAFax and SynthASil are trademarks of Instrumentation Laboratory
Company and/or one of its subsidiaries or parent companies and may be registered in the United States Patent and Trademark Office and in other jurisdictions. The Werfen
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