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Nội dung và hình thức dự kiến quảng cáo trang thiết bị y tế

CÔNG TY TNHH SỨC KHỎE VÀ

MÔI TRƯỜNG VIỆT NAM

VĂN BẢN CÔNG KHAI

Kính gửi: Bộ Y tế

Mã số thuế: 0107506208

1. Tên cơ sở công khai: CÔNG TY TNHH SỨC KHỎE VÀ MÔI TRƯỜNG VIỆT NAM

Địa chỉ: Số 34 phố Bà Triệu, Phường Hàng Bài, Quận Hoàn Kiếm, Thành phố Hà Nội

Điện thoại: 0936420012 Fax:

Emai : suckhoemoitruongvn@gmail.com Website:

2. Người đại diện hợp pháp của cơ sở:

Họ và tên: Nguyễn Thị Minh Phương

Số CMND/ Định danh/ Hộ chiếu: 010092628 ngày cấp: 28/03/2007 nơi cấp: Công an thành phố

Hà Nội

Điện thoại cố định: 0936420012 Điện thoại di động: 0936420012

3. Thông tin về trang thiết bị y tế dự kiến quảng cáo:

- Số lưu hành: 220003631/PCBB-BYT

- Tên trang thiết bị y tế: Máy xét nghiệm đông máu tự động

- Chủng loại: ACL AcuStar

- Hãng sản xuất: Instrumentation Laboratory Company

- Mã sản phẩm (nếu có):

- Nước sản xuất: UNITED STATES

Chúng tôi công khai nội dung và hình thức dự kiến quảng cáo đối với trang thiết bị y tế như sau:

Nội dung dự kiến quảng cáo:

Như file đính kèm

Hình thức dự kiến quảng cáo:

Không phải báo nói báo hình

Cơ sở cam kết:

1. Nội dung thông tin công khai là chính xác, hợp pháp và theo đúng quy định. Nếu có sự giả mạo,

- Tên, địa chỉ của chủ sở hữu số lưu hành trang thiết bị y tế: CÔNG TY TNHH SỨC KHỎE VÀ

MÔI TRƯỜNG VIỆT NAM, Số 34 phố Bà Triệu, Phường Hàng Bài, Quận Hoàn Kiếm, Thành

phố Hà Nội

- Tính năng, tác dụng: ACL AcuStar là máy xét nghiệm tự động sử dụng nguyên lý miễn dịch hoá

phát  quang  để  thục  hiện  các  xét  nghiệm  đông  cầm  máu  trong  các  phòng  xét  nghiệm  lâm  sàng.

Thiết  bị  dùng  trong  chẩn  đoán  in  vitro.

- Cảnh báo liên quan đến sức khỏe người sử dụng, điều kiện bảo quản (nếu có):



không đúng sự thật cơ sở xin chịu hoàn toàn trách nhiệm và sẽ bị xử lý theo quy định của pháp

luật.
2. Bảo đảm nội dung quảng cáo phù hợp với bản nội dung dự kiến quảng cáo đã công khai và hồ

sơ công bố tiêu chuẩn áp dụng đối với trang thiết bị y tế thuộc loại A, B hoặc hồ sơ đăng ký lưu

hành đối với trang thiết bị y tế thuộc loại C, D.

Người đại diện hợp pháp của cơ sở

Xác nhận bằng chữ ký số
GIÁM ĐỐC

Nguyễn Thị Minh Phương



A breakthrough in 
specialty testing. 
It’s about time. And accuracy.
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Hemostasis Innovation is Here.  
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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.
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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 
improve performance

•	 Fully automated specialty assays

•	 Self-contained, reagent cartridges, stable up  
to 12 weeks onboard

•	 Assays onboard and available 24 hours/day,  
7 days/week

•	 Assay calibration on lot change only

•	 Random access—no batching required

Test menu
Comprehensive HemosIL® line of high-performance chemiluminescent assays. 

aCL IgG
aCL IgM
aß2GPI IgG
aß2GPI IgM
aß2GPI Domain I

Fully automated antiphospholipid panel
•	 Complete diagnostic menu for antiphospholipid syndrome
•	 Differentiates assay Ig isotypes
•	 Reduces test time significantly
•	 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-IgG(PF4-H) 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*
VWF:RCo*
VWF:CB*

From von Willebrand disease (VWD) screening to VWD typing
•	 Enhances analytical performance for VWD typing
•	 High sensitivity VWF:Ag
•	 True VWF:RCo sensitive to Type II VWD

ADAMTS13 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.
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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 
•	 Chemiluminescence offers a wide working 

range and ability to detect very low and high 
concentrations of analytes

•	 Working range of ACL AcuStar 
chemiluminescent D-Dimer assay is almost  
10x other D-dimer assays (54.3–74,000  
ng/mL FEU)

Differentiates among Ig isotypes 
•	 Provides specific isotype, yielding clinically 

significant results, rather than simply detecting 
the presence of antibodies

•	 Assays that cannot differentiate among 
isotypes may yield false high results due  
to detection of other non-pathogenic isotypes

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.

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.

Chemiluminescent technology
HemosIL AcuStar assay reaction mechanism

Antigen

Tracer: Isoluminol-labeled antibody

Light reaction triggered
with H2O2 and catalyst 

Analyte of interest
from patient sample 

 

Magnetic
particle
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Innovative cartridge design offers 
unmatched simplicity.  
Innovative design makes testing simple and efficient—every step of the way.

1
Patented magnetic bead chamber resuspends reagent before pipetting into 
reaction cuvette for consistent reproducibility. 

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

3 Covered probe access ports, minimizing reagent evaporation. 

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

1

3

2

4
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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

1 Load assay cartridge
Automatically reads cartridge barcode  
and imports master curve.

2 Adjust calibration  
(for cartridge lot change only)  
Uses two calibration levels, included  
in kit, to adjust master curve.

3 Run quality control 
Reads control type and assay from barcode 
on controls vial and runs QC tests.

For samples

1 Load barcoded sample
Automatically queries LIS for test 
programming. 

2 Press “Start”  
Automatically performs analysis and 
generates results. 

3 Get results fast
Automatically calculates results for 
each assay.

Touchscreen

Cuvette Tower

Cuvette Waste 
Drawer

Sample Area

Reagent Probe

Reagent  
Cartridge Area

Sample Probe
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Uncompromising quality.  
Innovative design enhances testing experience for laboratory professionals. 
 

Complete test panel 
•	 Antiphospholipid panel

•	 D-dimer

•	 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

•	 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

•	 Time to first results: ~30 minutes

•	 STAT or batch sample processing

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 

•	 Automatic reflex testing

•	 Automatic results validation

•	 Westgard Rules

•	 Levey-Jennings charts

Reagent cartridge area Reagent cartridges 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.



Detection technology Chemiluminescence 

Continuous sample loading YES 

Continuous reagent loading YES 

Continuous operation YES 

Samples transport system Sample racks 

Samples onboard 30 (5/sample rack) 

Reagents transport system Cartridges 

Reagents onboard 20 (refrigerated) 

Reagents barcode reader YES (integrated) 

Barcoded reagents YES (barcode includes lot, 
exp. date and size) 

Cuvettes onboard 280 

Tests per sample 20 

Throughput ~30 min. to first result,  
60 samples/hr. 

Rerun testing YES (configurable) 

Results autovalidation YES 

Security system YES (configurable)

Events log system YES 

Bi-directional interface YES 

Host query function YES 

PC External (dedicated) 

Operating system Windows 7 

Monitor 17" color LCD touchscreen 
(external)

Keyboard/mouse YES (external) 

Printer YES (external) 

User interface Windows 7-based 

Unit dimension h x d x w (cm) 54 x 62 x 87 

Analyzer weight (kg) 77.25

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

Technical specifications
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Worldwide Locations
The Americas
Brazil 
São Paulo 
+55-11-46227878
Canada 
Richmond Hill, ON 
+1-800-552-2025 x6115
Colombia 
Bogotá 
+57-15-221-052
Mexico 
Mexico City 
+52-55-5262-1760
Uruguay 
Montevideo 
+5982-481-81-33
USA 
Bedford, MA 
+1-781-861-0710

Asia-Pacific
Australia 
Sydney  
+61-02-9098-0200
China 
Beijing  
+86-10-59756055
Hong Kong  
+852-2792-7773
Shanghai  
+86-21-66308671
India 
New Delhi  
+91-490-29-550
Japan 
Tokyo 
+81-3-5419-1301
Korea 
Seoul  
+82-1899-9217
Thailand 
Bangkok 
+66-271-226-28/9

Europe
Austria 
Vienna 
+43-1-256-58-000
Belgium 
Brussels 
+32-2-7252052
Czech Republic 
Prague 
+420-246-090-931
France 
Paris 
+33-182-30-86-00
Germany 
Munich 
+49-89-909070
Hungary 
Budapest 
+36-1-882-73-10
Italy 
Milan 
+39-02-25221

Lithuania 
Kaunas 
+370-37-313157
The Netherlands 
Breda 
+31-76-5480100
Poland 
Warsaw 
+48-22-336-18-00
Portugal 
Lisbon 
+351-214247312
Russia 
Moscow 
+7-499-124-45-59
Spain 
Barcelona 
+34-902-20-30-90
UK 
Warrington, England 
+44-1925-810141

werfen.com 

For more information, contact your local Werfen sales representative or distributor. 
ACL, ACL AcuStar, ACL Elite, ACL TOP, HemoCell, HemoHub, HemosIL, 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 
logo is a trademark of Werfen and may be registered in the Patent and Trademark Offices of jurisdictions throughout the world. All other product names, company names, 
marks, logos and symbols are trademarks of their respective owners.

©2022 Instrumentation Laboratory. All rights reserved.

Corporate Headquarters
Plaza de Europa, 21–23 
08908 L’Hospitalet de Llobregat 
Barcelona, Spain 
+34-93-4010101

Hemostasis and  
Acute Care Diagnostics
Headquarters and 
Technology Center
180 Hartwell Road 
Bedford, MA 01730-2443  
USA 
+1-781-861-0710
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