CONG TY TNHH SUC KHOE VA CQNG HOA XA HQI CHU NGHIA VIET NAM
MOI TRUONG VIET NAM

; Poc 1ap - Tw do - Hanh phic
S6: 31/2023/SKMT

Ha Noi, ngay 10 thang 04 nam 2023

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 b y té: M4y xét nghiém mién dich ty dong

- Chung loai: BIO-FLASH

- M san pham (néu c):

- Hang san xut: Instrumentation Laboratory Company

- Nuée san xuat: UNITED STATES

- S6 luu hanh: 220003635/PCBB-BYT

- Tinh nang, tac dung: BIO-FLASH la may xet nghiém mién dich ty dong, mg dung cong nghe
hoa phat quang, dugc thiét ké nham muc dich sir dung trong chan doan in vitro tai cdc phong xét
nghiém lam sang. ) ) o ) 7 .

- Tén, dia chi cua chu s6 hiru s6 luu hanh trang thiét bi y t¢: CONG TY TNHH SUC KHOE VA
MOI TRUONG VIET NAM, S6 34 pho Ba Triéu, Phudng Hang Bai, Quan Hoan Kiém, Thanh
pho Ha Noi

- Canh bao lién quan dén strc khoe nguoi str dung, diéu kién 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 bo ti€u chuan ap dung doi voi trang thiét bi y t€ thudc loai A, B hoac ho so dang ky luu
hanh d6i véi trang thiét bi y té thudc loai C, D.

Nguwoi dai dién hgp phap cia co s&
Xdc nhédn bang chir ky sé

TNHH N
_SUC KHOE )
VA MOI TRUONG

Nguyén Thi Minh Phuwong



BIO-FLASH’

Rapid-Response Chemiluminescent Analyzer
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Progressive

Take your autoimmunity testing to a new level of performance

« Full-menu, random-access processing eliminates batching

- On-board reagents and calibration curves make even the most specialized
autoimmune tests efficient to perform

- Achieves excellent throughput with up to 450 results in a single shift

« Provides results in as little as 30 minutes

- Offers precise quantification and a broad analytical measuring range
using chemiluminescent technology

Inova
Diagnostics

A Werfen Company



BIO-FLASH" Rapid-Response Chemilumi

A progressive solution to common problems

- Eliminates isotype batching and reagent waste
- Stable on-board reagents allow for samples to be run as they arrive

. Improves turn-around time
BIO-FLASH cumulative results in 8 hours

- Simultaneous random access processing of
all isotypes and assays on a single sample

- Delivers results, including STAT orders, 200
in as little as 30 minutes
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- Frees up floor space Start

Results

Hours

- Small benchtop analyzer achieves
excellent throughput




escent Analyzer

Advanced automation delivers simplicity and efficiency

QUANTA Flash* reagents

- Chemiluminescent technology delivers precise quantification and a broad
analytical measuring range

- Cartridge barcode is internally scanned to import the master calibration curve,
lot number, expiration date and assay type

Reagent carousel
- Stores up to 20 reagent packs with on-board refrigeration
- Monitors reagent use and reports inventory

- Dedicated reagent probe

Sample carousel

- Primary samples placed directly onto the rack and scanned by internal barcode reader
- Samples processed in random access with continuous load capability

- STAT orders can be run at any time

- Dedicated sample probe
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- Calibrators are processed in the sample carousel

- BIO-FLASH determines a stable working calibration curve
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Intuitive software and touchscreen
- Simplifies training and day-to-day operation

- Status screen allows immediate access to system information




BIO-FLASH’

Rapid-Response Chemiluminescent Analyzer

BIO-FLASH is a progressive step toward the future

With BIO-FLASH, you can handle all of your routine, specialized and STAT autoimmune tests in-house, with greater speed
and precision than ever before.

QUANTA Flash® assay families
- Anti-phospholipid syndrome
- Celiac disease
- Connective tissue disease
- Rheumatoid arthritis*

Vasculitis

System specifications

Operational characteristics

Operational mode Random access and continuous load with priority STAT handling

Operator interface Touch screen monitor, keyboard and mouse

Sample aspiration Capacitance level sensing and clot detection

Reagent aspiration Capacitance level sensing

Sample types Serum or plasma

Detection technology Chemiluminescent

Physical dimensions Weight Dimensions (W x D x H)
Process module 77 kg/170 Ibs 54 x 87 x 62 cm/21.25 x 34.25 x 24.25"
User interface (computer with monitor) 20 kg/45 Ibs 30.5x35x36.3cm/16.25x 14 x 145"

For more information, visit www.inovadx.com.

* Available Outside the USA Only

www.inovadx.com

San Diego, CA 92131 USA In.ova .
PH: +1-858-586-9900 US Toll Free: 1-800-545-9495 FAX: +1-858-586-9911 Diagnostics
BIO-FLASH is a registered trademark of Biokit S.A.and QUANTA Flash is a trademark of Inova Diagnostics, Inc. A Werfen Company

© 2014 Inova Diagnostics, Inc. All rights reserved.
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