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84:200001025/PCBA-HCM Tp H6 Chi Minh, ngay 26 thang 06 nim 2020

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin 4p dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bé: CONG TY TNHH TRANG THIET BI - DUNG CU Y KHOA TAN MAI
THANH

2. Pia chi: 766/3 Su Van Hanh , Phuong 12, Quan 10, Thanh phdé HO Chi Minh

3. S6 van ban dé nghi cta co so: 117-2020TMT Ngay: 19/06/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Hé thong chan doan tir xa

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuét: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuédn ap dung: ISO 13485:2016 & EN ISO 13485:2016

5. Thong tin vé chu s hitu trang thiét bi y té :

Tén chu s¢ hiru: Visionflex Pty Ltd

Dia chi chu s¢ hitu: 1/8 Prosperity Parade Warriewood NSW 2102, Australia

6. Thong tin vé co sé bao hanh:

(1) Tén co s6: Cong ty TNHH Trang Thiét Bi - Dung cu Y Khoa T4n Mai Thanh
Dia chi: 766/3 Su Van Hanh , Phudng 12, Quan 10, Thanh phé H6 Chi Minh
Dién thoai c6 dinh: (028) 38622926 Dién thoai di dong: 0909123344

7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bj y té

2 | Ban phan loai trang thiét bi y té

3 | Giay chung nhén dat ti€u chuan quan ly chat lugng con hiu lyc tai thoi diém ndp ho so.

Gidy uy quyén cta chu so hitu trang thiét bi y té

Giay xac nhan du diéu ki¢n bao hanh

Tai liéu mo ta tom tat ky thuat TTBYT theo mau s6 1 Phu luc 8

N N | B

Giay ching nhan hgp chuan hodc Ban ti€éu chuan ma chu s¢ hiru trang thiét bi y té cong
bo ap dung

g | Két qua danh gia cac thong s6 hda, ly, vi sinh va cac thong s khac do co s¢ du diéu
kién theo quy dinh cua phép luat vé danh gid su phu hop cap doi véi trang thiét bi y té
san xuat trong nudc




9 | Tai liéu hudng din st dung cua trang thiét bi y té
10 | MAu nhén sé& sir dung khi lvu hanh tai Viét Nam cia trang thiét bi y té
11 | Gidy chimmg nhan luu hanh ty do con hiéu lyc tai thoi diém nop ho so doi véi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan ho so cong bd du diéu kién san xuét trang thiét
biy t€ do1 véi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Ky béi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S6'Y té, Thanh
pho HO6 Chi Minh

Ngay ky: 26-06-2020
18:34:28 +07:00

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

’ A . TEN CO SO CHU
- .| PON QUY CACH| TEN CO SO SAN o - . . .
sTT | TEN T:IAE (T}ETHIET VI | CHUNG LOAI SAN PHAM MA SAN PHAM PONG GOI | XUAT/ HANG, NUOC SSU%%UC’%Z% ]Tg?; f&;g Sglé‘A%H}IlggH
: TINH (NEU CO) SAN XUAT y
HUU
| |Hé thong chan do4n tir xa
) Visionflex Pty Ltd, Visionflex Pty Ltd, | Céngty TNHH 766/3 Su Van
VFPROEX(KIT)21.02; Australia Australia Trang Thiét bj - [Hanh, Phuong 12,
, Visionflex Pty Ltd, Dung cu y khoa | Quan 10, Tp Ho
VFPROEX(KIT)22.02; Australia Tan Mai Thanh | Chi Minh
VFPROEX(KIT)23.02; V'S'ORE:;::Z Ld,
1 Thiét bi ghi va luu trir dir| Cé&i  |ProEX Visionfiex Pty L1
lidu bénh nhan VFPROEX(KIT)24.02; Y Hd,
Australia
VFPROEX(KIT)25.02; Visionflex Pty Ltd,
Australia
VFPROEX(KIT)26.02 Visionflex Pty Ltd,
Australia
2 |Piu didu khién HD Base| Cai |HD Base Kit VFHDBASEKIT1.02 Visionflex Pty Ltd,
Australia
3 Cafnera kiém tra tong cii RIS Kit VEGEISKIT2.02 Visionflex P.ty Ltd,
quat GEIS Awustralia
4 |biu camera HD Zoom Cai Endoscope Camera Head HD- VEENDOCAMS3.01 Visionflex P.ty Ltd,
Zoom Australia
5 |Diu camera HD Cai Endoscope Camera Head HD- VEENDOCAMA 01 Visionflex P.ty Ltd,
NO Zoom Australia
.. |FSC3 Visionflex Pty Ltd,
6 |Camera FSC3 cai Multifunctional Handpiece VFPXEL0003.01 Australia
.. |FSC2 Visionflex Pty Ltd,
7 |Camera FSC2 - NTSC Cai | ol Han dpiece - NTSC VFPXEL0001.01 Australia
.. |FSC2 Visionflex Pty Ltd,
8 |Camera FSC2 - PAL Cai | ol Han dpiece - PAL VFPXEL0002.01 Australia
B chuyén doi . Visionflex Pty Ltd,
9 |iDMI - USB Céi |USB HDMI Converter VFUSB-HDMI1.01 Australia
10 |Phin mém VF Sync Cai |VF Sync-Server Software VFSYNCSERV1.01 Visionflex Pty Ltd,

Australia




Tu treo twong kém man .. |Wall Mount Cabinet including Visionflex Pty Ltd,
1 hinh 32" cai 32" Monitor VFCABINET1.01 Australia
Kinh kham video .. |Video Exam Glasses HD with Visionflex Pty Ltd,
12 HD - USB cai USB Connection and MIC VFEXAM-GLAS3.01 Australia
13 |Piu camera Dent. Céi |Dental Probe VFDENT-PRBL.01 Visionflex Pty Ltd,
Australia
14 [Pau camera kiém tra Cai |General Exam Probe VFEXAM-PRB1.01 Visionflex Pty Ltd,
tong quat Australia
15 Dau camera Oto. Céai |Otoscope Probe 2.7x24mm VFOTO-PRB1.01 Visionflex P.t y L,
2.7x24mm Australia
16 |Piu camera Derm. Cai |Dermatology Probe VFDERM-PRBL1.01 Visionflex Pty Ltd,
Australia
Endoscope Camera USB, PAL L
17 |camera USB - PAL Cai [incl. 3m USB Cable and holder |VFENDOCAMZ1.01 Visionflex Pty Ltd,
Australia
sSD
18 |camera HD Cai High Definition Endoscope VFENDOCAM?2 01 Visionflex P_ty Ltd,
Camera Australia
.. |M-Cam HD+ Visionflex Pty Ltd,
19 |Camera M-Cam HD+ cai EndoCam with Coupler & LED VFENDOCAME.01 Australia
g |CameraM-Cam HD Cai |M-Cam HD ZERO R EndoCam |VFENDOCAM?7.01 Visionflex Pty Ltd,
ZeroR Australia
21 |cameram-CamHDG | cai |[MCamHDG VFENDOCAMS.01 Visionflex Pty Ltd,
Global EndoCam Australia
Camera HD Intraoral .. |C-U2 Myray
22 Myray C-U2 Cai Dental HD Intra Oral Camera VFDENTCAM1.01 CEFLA s.c., Italy
.. |F1200 Fussen Technology Co.,
23 |Camera Intraoral F1200 Cai Dental Intra-Oral Camera VFDENTCAMS3.01 Ltd., Trung Quéc
Camera HD Intraoral .. 1495005-V |.C.LERCHER-Solutions
24 495005-V cai Dental Intra-Oral Camera (HD) VFDENTCAM2.01 GmbH, btc
25 [Camera video OX2 Cai |OX2 Video Otoscope VFVOTO1.01 ORL Vision GmbH, Buc
A, - . |.C.LERCHER-Solutions
26 [Nguodn sang Led Céai |LED Light Source VFLEDUSB1.01 GmbH, Pirc
27 |Cameravideo RSX USB| Cai RSX USB V-SCOPE-SD ORL Vision GmbH, Duc

Video Rhino Laryngoscope




39-7405

Medimaging Integrated

28 [Camera Horus 39-7405 Cai |Horus+ Digital Otoscope Camera |VFHSKIT3.01 Solution Inc. (MiiS), Dai
Kit Loan
Ong nghe kham bénh .. |PCP-USB
29 PCP-USB Cai Digital Stethoscope VFDIG-STETH1.01 RNK Products, Inc., USA
Xe déy Ergotron .
30 S\V40-6300 Céi |Ergotron SV40-6300 VFCART1.01 Ergotron, Inc., USA
31 [Xeday Ergotron Céi |Ergotron SV41-6300 VFCART2.01 Ergotron, Inc., USA
SV41-6300 g ' gotron, fnc-,
3o |Xeday Ergotron Céi |Ergotron SV42-6302 VFCART3.01 Ergotron, Inc., USA
SV42-6302 g ' gotron, fnc-,
33 Tui tiét tring bao dau Céai [Intraoral Dental Camera Sleeves Fussen Technolog)i Co,,
camera Intraoral Ltd., Trung Quoc
Il |Hg théng chin dosn tir xa
Visionflex Pty Ltd, Visionflex Pty Ltd, | Congty TNHH 766/3 Su Van
1 Thiét bi ghi va luu trir dit i |ProEx Mobil VFPROEXMOBKIT1.01 Australia Australia Trang Thiét bi - |Hanh, Phuong 12,
liéu bénh nhan cam tay S obrie Visionflex Pty Ltd, Dung cu y khoa | Quan 10, Tp HO
VFPROEXMOBILE1.01 Australia Tan Mai Thanh Chi Minh
5 Cafnera kiém tra tong cii RIS Kit VEGEISKIT2.02 Visionflex P_ty Ltd,
quat GEIS Awustralia
B6 chuyén déi . Visionflex Pty Ltd,
3 HDMI - USB Cai  |USB HDMI Converter VFUSB-HDMI1.01 Australia
4 |Phin mém VF Sync Cai |VF Sync-Server Software VFSYNCSERV1.01 V'S'OR‘:::S;:: Ltd,
5 T‘u treo 't'uorng kém man Cai WaII_Mount Cabinet including 32" VECABINETL.01 Visionflex P.ty Ltd,
hinh 32 Monitor Australia
Kinh kham video .. |Video Exam Glasses HD with USB Visionflex Pty Ltd,
6 HD - USB Cai Connection and MIC VFEXAM-GLAS3.01 Australia
.. |Endoscope Camera USB, PAL Visionflex Pty Ltd,
7 |CameraUSB - PAL Cal incl. 3m USB Cable and holder SD VFENDOCAML.01 Australia
8 |camera HD Céi High Definition Endoscope VFENDOCAM?2 01 Visionflex P.ty Ltd,
Camera Australia
.. |M-Cam HD+ Visionflex Pty Ltd,
9 |Camera M-Cam HD+ cai EndoCam with Coupler & LED VFENDOCAMS.01 Australia
10 [cameraM-Cam HD C&i [M-Cam HD ZERO R EndoCam |VFENDOCAM7.01 Visionflex Pty Ltd,

Zero R

Australia




11

Camera M-Cam HD G

Céi

M-Cam HD G Global EndoCam

VFENDOCAMS.01

Visionflex Pty Ltd,

Australia
Camera HD Intraoral .. |C-U2 Myray
12 Myray C-U2 Cai Dental HD Intra Oral Camera VFDENTCAML1.01 CEFLA s.c., Italy
.. |F1200 Fussen Technology Co.,
13 |Camera Intraoral F1200 Cai Dental Intra-Oral Camera VFDENTCAM3.01 Ltd., Trung Quéc
Camera HD Intraoral .. |495005-V I.C.LERCHER-Solutions
14 |495005-v Cal | Dental Intra-Oral Camera (HD) |V TDENTCAMZ.01 GmbH, Pire
15 [Camera video OX2 Cai |OX2 Video Otoscope VFVOTO1.01 ORL Vision GmbH, Duc
x L, . . |.C.LERCHER-Solutions
16 |Nguon sang Led Céai |LED Light Source VFLEDUSB1.01 GmbH, Ditc
17 |Cameravideo RSXUSB| Cai R'.S'X USB. V-SCOPE-SD ORL Vision GmbH, Dirc
Video Rhino Laryngoscope
39-7405 Medimaging Integrated
18 |Camera Horus 39-7405 Céai |Horus+ Digital Otoscope Camera |VFHSKIT3.01 Solution Inc. (MiiS), Dai
Kit Loan
Ong nghe kham bénh .. |PCP-USB
19 PCP-USB Cai Digital Stethoscope VFDIG-STETH1.01 RNK Products, Inc., USA
g0 |Xe day Ergotron Céi  |Ergotron SV40-6300 VFCART1.01 Ergotron, Inc., USA
SV40-6300 g ' gotrn, fnc.,
g1 |Xe ddy Ergotron Céi  |Ergotron SV41-6300 VFCART2.01 Ergotron, Inc., USA
SV41-6300 g ' gotren, fnc.,
2o |Xe ddy Ergotron Cai |Ergotron SV42-6302 VFCART3.01 Ergotron, Inc., USA
SV42-6302 9 ' gotron, nc.,
23 Tui tigt trung bao dau Cai |[Intraoral Dental Camera Sleeves Fussen Technology Co.,

camera Intraoral

Ltd., Trung Quéc
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