BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tw do - Hanh phic

Sé: 2503252DKLH/BYT-HTTB Ha Ngi, ngay 13thang 09 nam 2025

GIAY CHUNG NHAN PANG KY LUU HANH
THIET BI Y TE THUQC LOAI C, D

Can clr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 ctia Chinh phu vé
quan 1y thiét bi y té;

Can ctr Nghi dinh s 07/2023/ND-CP ngay 03 thang 3 ndm 2023 ctia Chinh phu sira
d6i, bd sung mot s6 diéu cuia Nghi dinh s6 98/2021/NP-CP ngay 08 thang 11 nam 2021
ctia Chinh phu vé& quan 1y thiét bi y té;

Cian ctr Nghi dinh sé 96/2023/ND-CP ngay 30 thang 12 nam 2023 ctia Chinh phu
quy dinh chi tiét mot s6 diéu cua Luat Kham bénh, chira bénh.

B0 Y té cap chimng nhan dang ky luu hanh cho thiét bi y té (mé&i 100%) nhu sau:

1. Tén thiét bi y té: Bong d6i xung dong mach chu

2. Tén thuong mai (néu cé):

3. M4 Global Medical Device Nomenclature - GMDN (néu c6):

4. Loai thiét bi y té: TBYT Loai D

5. Tén, dia chi cta chu s& hitu thiét bi y té: Datascope Corp., 15 Law Drive,

Fairfield NJ 07004, UNITED STATES

6. Tén, dia chi ctia cht s& hitu s6 luu hanh: CONG TY CO PHAN THIET BI Y TE

VIET GIA, 274C Nguyén Trong Tuyén, Phuong Phu Nhuan, Thanh phé Hb Chi

Minh.

7. Muc dich st dung; Tén, dia chi co s& bao hanh: Theo phu luc dinh kem.

8. Thong tin chi tiét thiét bi y té (Chung loai; Ma san pham; Quy cach dong goi; Tén

co s& san xuat; Dia chi co so san xuit va Nude san xuét): Theo phu luc dinh kem.

Gidy chung nhan nay duoc cap theo Quyét dinh sb 2906/Qb-BYT

ngay 13 thang 09 ndm 2025./.

Noi nhgn: TUQ. BQ TRUONG
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1. Muc dich sir dung:

PHU LUC PINH KEM

Bong dbi xung dong mach cha va cac phu kién dugc sir dung dé cung cép liéu phap xung ting ap luc trong dong mach chi, trong d6 bong bom
trong qua trinh tdm truong va xep xudng trong thoi gian tm thu lam tang cung cap mau cho co tim va lam gidm tai cua tam that trai
2. Tén, dia chi co’ sé bao hanh:

3. Théng tin chi tiét thiét bi y té:

x 2 Z Quy cach " . . . -
STT| Tén thiét biy té Chiing loai Ma sian pham déng goi Tencoso | Dia chicoso |60 san xudt
: : (Néu cod) £, san xuat san xuat
(Néu co0)
. e 45 Barbour Pond
| |Bongdoixung g ion TFr. 34cc IAB | 0684-00-0469-01 156 / hop Datascope Rd, Wayne, NJ | UNTED
dong mach chu Corp. STATES
07470
. Z. 45 Barbour Pond
o |Bongdoixung g o tion TFr. 34cc AB | 0684-00-0469-07 1 b5 / hop Datascope Rd, Wayne, NJ | SNTED
dong mach chu Corp. STATES
07470
, % 45 Barbour Pond
3 |Bongdoixung g o tion TFr. 34cc TAB | 0684-00-0469-09 1bd / hop Datascope Rd, Wayne, NJ | UNITED
dong mach chu Corp. STATES
07470
, Z. 45 Barbour Pond
4 |BongdOixung g o tion 7Fr. 40cc TAB | 0684-00-0470-01 1bd / hop Datascope Rd, Wayne, NJ | UNITED
dong mach chu Corp. STATES
07470
, Z. 45 Barbour Pond
5 |Bongdoixung g ation 7Fr. 40cc IAB | 0684-00-0470-07 1 b3 / hop Datascope | Rd, Wayne, NJ | ona 10
dong mach chu Corp. STATES
07470
. e 45 Barbour Pond
6 |Bonedoixung g ation 7Fr. 40cc IAB | 0684-00-0470-09 1 b3 / hop Datascope Rd, Wayne, NJ | oNiTED
dong mach chu Corp. STATES
07470
. A . 45 Barbour Pond
Boéng doi xung Sensation Plus 7.5Fr. 40cc A A Datascope UNITED
/ dong mach chu IAB 0684-00-0568-01 166 /'hop Corp. Rd, Wayne, NJ | gTATES
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Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
07470
. . 45 Barbour Pond
Boéng do6i xung Sensation Plus 7.5Fr. 40cc A 1A Datascope UNITED
8 déng mach cha IAB 0684-00-0568-03 1 bd / hdp Corp. Rd, Wayne, NJ STATES
07470
. . 45 Barbour Pond
Boéng doi xung Sensation Plus 7.5Fr. 40cc A 1A Datascope UNITED
9 dong mach cha IAB 0684-00-0568-09 1 bd / hdp Corp. Rd, Wayne, NJ STATES
07470
‘. . 45 Barbour Pond
Boéng doi xung Sensation Plus 8Fr. 50cc A 1A Datascope UNITED
10 dong mach cht IAB 0684-00-0576-01 1 bd / hdp Corp. Rd, Wayne, NJ STATES
07470
. . 45 Barbour Pond
Boéng doi xung Sensation Plus 8Fr. 50cc A TA Datascope UNITED
11 dong mach cht IAB 0684-00-0576-03 1 bd / hop Corp. Rd, Wayne, NJ STATES
07470
‘. . 45 Barbour Pond
Boéng doi xung Sensation Plus 8Fr. 50cc A LA Datascope UNITED
12 dong mach cht IAB 0684-00-0576-09 1 bd / hop Corp. Biéli;g/ayne, NJ STATES
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