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34: 190001396/PCBA-HN Thanh phé Ha Néi, ngay 03 thang 10 nim 2019

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 bd: VAN PHONG PAI DIEN ABBOTT LABORATORIES SA TAI HA NOI
2. bia chi: Tﬁng 7, tﬁng 8, thap A, Toa nha Handi Resco, s6 521 Kim M3, Phuong Ngoc Khanh,
Quan Ba Dinh, Thanh phé Ha Noi

3. S6 van ban d& nghi cta co so: 01-A-2019-LSIM-AV Ngay: 02/10/2019

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Hé théng nén dui FemoStop

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s& san xuat: Theo phu luc

Tiéu chudn 4p dung: ISO 13485: 2016

5. Thong tin vé chu s hiru trang thiét bi y té :
Tén chu so hiru: St. Jude Medical
Dia chi chu s& hitu: 5050 Nathan Lane North, Plymouth MN 55442

6. Thong tin vé co sé bao hanh:

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 nhan dat ti€éu chuan quan ly chat lugng con hi¢u luc tai thoi diém ndp ho so,

4 | Gidy uy quyén cta chi s hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tailiéu mo ta tom tat ki thuat TTBYT theo mau s6 1 Phu luc 8

7 | Gidy chung nhan hop chuan hodc Ban ti€u chuan ma chu so hitu trang thiét bi y t€ cong
bo 4p dung

8 | Tailidu hudng din sir dung cua trang thiét bi y té

9 | Mau nhan s& su dung khi luu hanh tai Viét Nam cua trang thiét bi y té
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Giay chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so doi1 vai trang thiét
bi y t€ nhap khau hodc Phiéu tiép nhan ho so cong bo du di€u kién san xuat trang thiét
biy t€ doi voi TTBYT san xuat trong nudc

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chanh Van phong




BANG KE CHI TIET TRANG THIET BI Y TE

QUY
X CACH 2 . o o 5 DPIA CHI
TEN TRANG | PON | CHUNG LOAL |y o0 1iN o 56 SAN xUAT/ | TEN COSO CHUSO HUU/| TENCO |- iy o
STH rmigT BrY TE| ) SAN PHAM/ 1 61| HANG, NUGC SAN xUAT | HANG NUGCCHUSG | SOBAO | —pu,,
TINH | MA SAN PHAM (NEU HUU HANH HANH
cO)
St. Jude Medical Puerto Rico
Femostop LLC
1 IFH‘-’ th(;‘g o ﬁl‘“ SOIdFem‘?ral Lot 20 B Street, St. Jude Medical, 5050 Nathan ?hong ® Id<h°“g P
etmostop &0 S or?p res(sjlfill 65 Caguas West Industrial Park,  [Lane North, Plymouth MN ung g
ystem ( ) Caguas, PR 00725, USA 55442 USA
St. Jude Medical Puerto Rico
Femostop II Plus LLC
2 Hg thong nén dui Femoral ' Lot 20 B Street, St. Jude Medical, 5050 Nathan Khong ap  (Khong ap
FemoStop II Plus Compression Caguas West Industrial Park,  [Lane North, Plymouth MN dung dung
System (11166) Caguas, PR 00725, USA 55442 USA
St. Jude Medical Puerto Rico
3 Hé théng nén dui Femostop II Plus LLC Khong &p  |Khong ap
FemoStop 11 Plus pump (l 1 17()) Lot 20 B Street, St. Jude Medical, 5050 Nathan dung dung
Caguas West Industrial Park,  |Lane North, Plymouth MN
Caguas, PR 00725, USA 55442 USA
St. Jude Medical Puerto Rico
A A g Femostop II Plus LLC o o
4 [H€ thong nén dui Compression Arch Lot 20 B Street, St. Jude Medical, 5050 Nathan | <00n€ P |Khong ép
FemoStop II Plus ung dung

(11168)

Caguas West Industrial Park,
Caguas, PR 00725, USA

Lane North, Plymouth MN
55442 USA
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