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86 :170001837/PCBA-HCM Tp H6 Chi Minh, ngay 27 thang 09 nim 2017

PHIEU TIEP NHAN

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

1. Tén co s& cong bo: VAN PHONG DAI DIEN SMITH & NEPHEW PTE. LIMITED TAI
THANH PHO HO CHi MINH 7

2. bia chi: Phong 1335, lau 13, s6 39 duong L& Duan, Phuong Bén Nghé, Quan 1, Thanh pho HoO
Chi Minh

3. S6 vian ban dé nghi ctia co s : 23-2017/S&NVN/CBA Ngay: 21/09/2017

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Smith & Nephew Image Management System and accessories - Hé thong
quan ly hinh anh va phy kién cua Smith&Nephew
Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan ap dung: Directive 93/42/EEC

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

Tén chu s& hitu: Smith & Nephew Inc., Endoscopy Division,

Dia chi chu so hitu: 150 Minuteman Road Andover, MA 01810 USA

6. Thong tin vé co s¢ bao hanh:

(1) Tén co s¢: Cong ty cd phan Cong nghé va Thiét bi y té Viét Sing
Dia chi: P}lc‘)ng 101, toa nha Vien Pong, 36 Hoang Cau, Phuong O Chg Dura, Quan DPong Da,
Thanh pho Ha Noi
Dién thoai c6 dinh: (84 24)355 63 418Dbién thoai di dong:

7. Thanh phan hd so:

1 | Van ban cong bb tiéu chuan ap dung cua trang thiét bi y té thuoc loai A

Gidy chung nhan dat tiéu chuan quan 1y chat luong

2
3 | Phu luc chi tiét trang thiét bj y té
4

Ban phan loai trang thiét bi y té

5 | Phiéu tiép nhan ho so cong bo du diéu kién san xuat trang thiét bi y té hodc Gidy chung
nhan dat tiéu chuan quan 1y chat luong con hiéu luc tai thoi di€ém ndp ho so cong bo doi
v6i trang thiét bi y t€ nhap khau.

6 | Giay ty quyén cuia chu s hitu trang thiét bj y té




7 | Gidy xac nhan du diéu kién bao hanh

8 | Tailidu mo ta tom tit k§ thuat trang thiét bj y té

9 Gjéy chtng nhan hop chuan hoic Ban tiéu chuan ma chi sé hitu trang thiét b y té cong
bo ap dung

10 | Tai liéu huéng dan sir dung ciia trang thiét bi y té

11 | Mau nhén sé& st dung khi lvu hanh tai Viét Nam cua trang thiét bi y té

NGUOI TIEP NHAN HO SO
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Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

CHUNG TEN CO SO SAN | TEN CO SO CHU SO P . »
A - - > ; ~ - - p TEN VA DIA CHI
STT TEN TRANG THIET BI Y TE Dﬁﬁ M1 | LOAISAN |  XUAT/HANG, | HUU/HANG, NUGC N VB o HENHCO SO
PHAM | NUGC SAN XUAT CHU SO HU'U
. A Smith & Nephew Inc.
1 |660HD Image Management System Hé thong |72200242 Oklahoma, USA
. . R Smith & Nephew Inc.
2 |International Kit B6 72200815 Oklahoma, USA
- Smith & Nephew Inc.
3 |CD Software upgrade Dia 72201078 Oklahoma, USA
. N Smith & Nephew Inc.
4 |Coupler, High Definition, Non-autoclavable, 19.5 | i/ cisc |72201635 130 Forbes Boulevard, VietSing Medical Devices and
mm .
Mansfield, MA. 02038 . Technology JSC,.
Smith & Nephew, InC. | ~rop cang nghé va Thiét bi
150 Minuteman Road & Viat Singg gne ty
Coupler, High Definition, Non-autoclavable, 26.5 .. . Smith & Nephew Inc. Andover, MA 01810 o . o )
5 mm Cai/ chiec (72201730 Oklahoma, USA USA Phong‘ 101, an nha ‘V|enADong,
36 Hoang Cau, phuvong O Chg
. Dtra, quan Béng Da, Ha Noi
o
6 HD, 16 mm, 90° Urology Coupler Cai | chibe 172201699 Smith & Nephew Inc.
Oklahoma, USA
. I . - Smith & Nephew Inc.
7 {19.5 mm High Definition, Coupler Cai/ chiéc |72200315 Oklahoma, USA
. I . . Smith & Nephew Inc.
8 |26.5 mm High Definition, Coupler Cai / chiec |72200422 Oklahoma, USA
9 |660HD-E Image Management System Hé théng 72204668  |>Mith & Nephew inc.

Oklahoma, USA
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