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S4:200001188/PCBA-HCM Tp H6 Chi Minh, ngay 27 thang 07 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 bé: CONG TY TNHH BOSTON SCIENTIFIC VIET NAM

2. bia chi: Phong 1401, Tang 14, Théap 1, Toa nha Saigon Centre, SO 65 duong Lé Loi, Phuong
Bén Nghé, Quén 1, Thanh phd HO Chi Minh

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

4. Trang thiét bi y té thudc loai A

Tén trang thict bi y té&: Ong thong gian bong duong ho hap (CRE Pulmonary Balloon Dilatation
Catheter)

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

bia chi co s san xuét: Theo phu luc

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 béi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S& Y té, Thanh
pho H6 Chi Minh

Ngay ky: 27-07-2020
12:09:57 +07:00

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

z QUY CACH R o . TEN CO SG CHU SO HU'U/
A - o ; CHUNG LOAI S . % . TEN CO SO SAN XUAT/ - 2 Sy A 5 R 3 o B R 9
STT | TEN TRANG THIET BI Y TE | PON VI TINH P :* [MASANPHAM| BDONG GOI - . R < HANG, NUOC CHU SO TEN CO SO BAO HANH |PIA CHI CO SO BAO HANH
: * SAN PHAM P . HANG, NUOC SAN XUAT - :
(NEU CO) HUU
Ong théng gidn bong dudng hd hap CRE Pulmonary
1 [(CRE Pulmonary Balloon Dilatation Bo Balloon Dilatation M00550300 Boston Scientific Limited, Boston Scientific Corporation,
Catheter) Catheter Ireland USA Khoéng ap dung Khong ap dung
P i
ul ry i i o . .
2 Catheter) Bo Ballogntrl‘)ntatatuon M00550310 Boston Scientific Limited, Boston Scientific Corporation,
atneter Ireland USA Khoéng ap dung Khong ap dung
FE i
ul ry i i o . .
3 Catheter) Bo Ballogntrl‘)ntat?tuon M00550320 Boston Scientific Limited, Boston Scientific Corporation,
athete Ireland USA Khoéng ap dung Khong ap dung
FE i
ul ry i i o . .
4 Catheter) Bo Ballogntrl‘)ntat?tuon M00550330 Boston Scientific Limited, Boston Scientific Corporation,
athete Ireland USA Khoéng ap dung Khong ap dung
FE i
ul ry i i o . .
3 Catheter) Bo Ballogntrl‘)ntat?tuon M00550340 Boston Scientific Limited, Boston Scientific Corporation,
athete Ireland USA Khoéng ap dung Khong ap dung
(CRE PalmonarySalloon Dlation CRE pulmanary
ul ry i i o . .
6 Catheter) Bo Ballogntrl‘)ntatatuon M00550350 Boston Scientific Limited, Boston Scientific Corporation,
r
athete Ireland USA Khoéng ap dung Khong ap dung
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