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86 :170000734/PCBA-HCM Tp H6 Chi Minh, ngay 28 thang 07 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 so cong bb: YAN PHONG PAI DIEN SMITH & NEPHEW PTE. LIMITED TAI
THANH PHO HO CHIMINH 7 , o
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 s6 : 06-2017/S&NVN/CBA Ngay: 25/07/2017

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Smith & Nephew OPSITE Flexifix

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chudn ap dung: Directive 93/42/EEC

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

Tén chu s& hitu: Smith & Nephew Medical Limited

Dia chi chu s¢ hitu: 101 Hessle Road, Hull, HU3 2BN, United Kingdom (Anh)

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Vin ban cong b tiéu chuan ap dung cia trang thiét bi y té thudc loai A

Gidy chung nhan dat tiéu chuan quan 1y chat luong

Phu luc chi tiét trang thiét bi y té

Ban phén loai trang thiét bi y té

DNl ] W] N

Phiéu tiép nhan ho so cong b du diéu kién san xuét trang thiét bi y té hodc Gidy chimg
nhan dat tiéu chuan quan 1y chat lugng con hicu lyc tai thoi diém ndp ho so cong bo doi
voi trang thiét bi y t€ nhap khau.

6 | Gidy iy quyén ciia chu s¢ hitu trang thiét bi y té

7 | Gidy xac nhan du diéu kién bao hanh

8 | Tailiéu mo ta tom tit ki thuat trang thiét bj y té




Giay chimg nhan hop chuan hoic Ban tiéu chuan ma chi so hitu trang thiét bi y té cong

9 )
bo 4p dung
10 | Tai liéu huéng dan st dung cua trang thiét b y té
11 | Mau nhén sé& st dung khi luu hanh tai Viét Nam cia trang thiét bi y té

NGUOI TIEP NHAN HO SO

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

QUY CACH

TEN TRANG THIET BI | PON VI | CHUNG LOAI g g TEN CO SO SAN XUAT/ TEN CO SO CHU SO HU'U/
STT < * - * - P PONG GOI - K - P - . o o,
Y TE TINH SAN PHAM (NEU C ()) HANG, NUOC SAN XUAT HANG, NUOC CHU SO HUU
" . R . Smith & Nephew Medical Limited, |Smith & Nephew Medical Limited,
1 |OPSITE Flexifix 5cm x 10m Cudn 66000040 HOp 1 cudn . .
Anh Quoc Anh Quoc
" . R . Smith & Nephew Medical Limited, |Smith & Nephew Medical Limited,
2 |OPSITE Flexifix 10cm x 10m Cudn 66000041 HOp 1 cudn . .
Anh Quoc Anh Quoc
" . R . Smith & Nephew Medical Limited, |Smith & Nephew Medical Limited,
3 |OPSITE Flexifix 15cm x 10m  |Cubn 66000375 Hop 1 cudn

Anh Quéc

Anh Quéc
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