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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 bé: CONG TY TNHH BOSTON SCIENTIFIC VIET NAM

2. bia chi: Phong 1401, Tang 14, Thap 1, Toa nha Saigon Centre, S6 65 duong Lé Loi, Phuong
Bén Nghé, Quan 1, Thanh phdé HO Chi Minh

3. S6 vin ban dé nghi cta co s¢: 08/BSVN Ngay: 16/07/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Thiét bi t6 hop xi-lanh/ap ké str dung mot lan (Alliance II Single-Use
Syringe/Gauge Assambly)

Chung loai/ma san pham: Alliance II Single-Use Syringe/Gauge Assambly/ M00550601

Tén co so san xuat: Boston Scientific Limited

Pia chi co s san xuit: Business and Technology Park, Model Farm Road, Cork, Ireland
Tiéu chuan 4p dung: Tiéu chuan nha san xuat

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

Tén chu s& hitu: Boston Scientific Corporation

Dia chi chu s¢ hiru: 300 Boston Scientific Way, Marlborough, MA 01752, USA

6. Thong tin vé co s¢ bao hanh:

7. Thanh phan hd so:

1 | Phu lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chuing nhan dat ti€u chuan quan ly 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 di€u ki¢n bao hanh

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

N SN | B

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

g | Két qua danh gia cac thong sb hoa, 1y, visinh va cac thong s0 khac do co so du diéu
kién theo quy dinh cua phap luat vé danh gia sy phu hop cap dbi voi trang thiét bi y té
san xudt trong nudc

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

10 | Mau nhén sé& sir dung khi luu hanh tai Viét Nam cia trang thiét bi y té




11

Giéy chtirng 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 ti€p nhén ho so cong bo du diéu kién san xuat trang thiét
biy té do1 voi TTBYT san xuat trong nude

NGUOI TIEP NHAN HO SO

Ky bdi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S& Y té, Thanh
pho Ho Chi Minh

Ngay ky: 27-07-2020
12:07:55 +07:00

Pham Thi Thanh Huyén
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