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S4:200001881/PCBA-HCM Tp H6 Chi Minh, ngay 21 thang 10 ndm 2020

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 bd: VAN PHONG DAI DIEN SMITH & NEPHEW PTE. LIMITED TAI
THANH PHO HO CHI MINH W , o
2. bia chi: Phong 1335, lau 13, s6 39 duong L& Duan, Phuong Bén Nghé, Quan 1, Thanh phé HO

Chi Minh
3. S6 van ban dé nghi cta co sé: 51-2020/S&NVN/CBA Ngay: 12/10/2020
4. Trang thiét bj y té thudc loai A
Tén trang thiét bi y té: BO dung cu phau thuat gan Graftmaster (GRAFTMASTER Surgical
Instruments)
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 chét luong san pham 4p dung: ISO 13485:2016; Directive 93/42/EEC
5. Thong tin vé chu so hiru trang thiét bi y té :
Tén chu s& hitu: Smith & Nephew Inc., Endoscopy Division
Dia chi chu s& hitu: 150 Minuteman Road, Andover, Massachusetts 01810-1031, USA
6. Thong tin vé co sé bao hanh:
(1) Tén co sé: Cong ty c¢b phan Cong nghé va Thiét bj y té Viét Sing
bia chi: Ph(‘)ng 101, tda nha Vién Pong, 36 Hoang Cau, Phuong O Cho Dura, Quan Déng Pa,
Thanh pho Ha Noi
Dién thoai ¢d dinh: (84 24)355 63 418Dién thoai di dong:
7. Thanh phan hd so:

1 | Phy lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 | Gidy chiing nhan dat tiéu chuan quéan 1y chat lugng con hiéu lyc tai thoi diém ndp ho so.

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

Giay xac nhan du diéu kién bao hanh

Tai liéu mo ta tom tat k¥ thuat TTBYT theo mau s6 1 Phy lyc 8

N SN | B

Giay chtng nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét b y té cong
bo 4p dung




Két qua danh gia cac thong so hoa, 1y, vi sinh va céac thong s6 khac do co so du diéu

’ kién theo quy dinh ctia phap ludt vé danh gia su phu hop cap doi véi trang thict bi y té
san xuat trong nudc

9 | Tai liéu hudng dan sir dung cua trang thiét bi y té

10 | MAu nhan sé& su dung khi luu hanh tai Viét Nam cua trang thiét bi y té

11 | Gidy chimg nhan luyu hanh ty do con hiéu lyc tai thdi diém nop ho so d6i véi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan hd so cong bd du diéu kién san xuat trang thiét
biy té doi voi TTBYT sdn xuat trong nudce

NGUOI TIEP NHAN HO SO

Ky béi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S&' Y té, Thanh
pho Ho Chi Minh
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Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

QuUY
- PON - . . CACH TEN CO SO SAN TEN CO SO CHU SO A . . \
STT TEN TRANG VI CHUNG LOAI SAN MA SAN |DPONG XUAT/ HANG. NUGC | HU'U/ HANG. NUGC TEN CO SO PIA CHI CO SO
THIET BI Y TE o PHAM PHAM | GOI - ; S BAO HANH BAO HANH
: TINH - SAN XUAT CHU SO HUU
(NEU
cO)
. . Céi/ e Smith & Nephew Inc., Smith & Nephew Inc.,
1 |Dung cu cang gan chige |Graftmaster tensioning post | 7207342 Endoscopy Division, USA  |Endoscopy Division, USA
e . Cai/ . . Smith & Nephew Inc., Smith & Nephew Inc.,
2 |Bécatgan .. |Graftmaster Ill Cutting strip 72202317 L L
chiéc Endoscopy Division, USA Endoscopy Division, USA
3 |Ban Iam gan CE-IA'/ t()iraftdmaster 11l Preparation 12202452 Emcllth & NeghejV\'/ Inc.l:'SA zmdlth & Neghe'w InciJSA Phong 101, toa nha Vién
chiéc |boar ndoscopy Division, ndoscopy Division, Cong ty C8 phan Péng, 36 Hoang Cau,
Cong nghé va Thiét |phuong O Cho Dira,
o . Cai/ . Smith & Nephew Inc., Smith & Nephew Inc., A o N
4 |Con trwot ban lam gan .. |Graftmaster Il Sliding base (2) 72202316 . L biy té Viét Sing quan
chiéc Endoscopy Division, USA Endoscopy Division, USA D8 < nas
6ng Da, Ha N&i
5 |kep mé mam Céi/ Tissue Grasper 014412 Smith & Nephew Inc., Smith & Nephew Inc.,
P chiéc P Endoscopy Division, USA Endoscopy Division, USA
6 Dung cu kém mé mém | Cai/ |Graftmaster Ill Tissue grasper 12202315 Smith & Nephew Inc., Smith & Nephew Inc.,
Ién ban lam géan chiéc |(2) Endoscopy Division, USA Endoscopy Division, USA
7
8
9
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