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

Sé: 2503105bKLH/BYT-HTTB Ha Noi, ngay 12 thang 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 nong dong mach vanh

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¢ hiru thiét bi y té: Abbott Medical, 3200 Lakeside Drive,

Santa Clara, California 95054, UNITED STATES

6. Tén, dia chi ctia cht s& hitu s6 luu hanh: VAN PHONG DAI DIEN ABBOTT

LABORATORIES GMBH TAI THANH PHO HA NOI, Tang 7, ting 8, thap A,

Tda nha Handi Resco, s6 521 Kim M4, Phudng Ngoc Khanh, Quan Ba Pinh, Thanh

phd Ha Noi.

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 xuét; Dia chi co s6 san xuit va Nudc san xuﬁt): Theo phu luc dinh kem.

Gidy chtng nhan nay duoc cap theo Quyét dinh s6 2892/Qb-BYT

ngay 12 thang 09 ndm 2025./.
Noi nhan: TUQ. BO TRUONG
- VAN PHONG DAI DIEN ABBOTT Cuyc TRUONG
LA]?ORATQRIES GMBH TAI THANH - TANG V A THIET BI Y TE
PHO HA NOI; \
- B truong (d€ b/c);
- TT. D6 Xuén Tuyén (d€ b/c);

- Hai quan ctra khau;
- Luu: VT, HTTB.
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PHU LUC PINH KEM

1. Muc dich sir dung:

Béng nong Bong mach Vanh RX ban dan hoi duoc thiét ké dé nong cac cAu tric hep ctia mot ph'?m dong mach vanh hoac phén bic cau dé cai thién
luu lwong méu / tudi méau co tim.

2. Tén, dia chi co’ sé bao hanh:

3. Théng tin chi tiét thiét bi y té:

Quy cach
dong goi
(Néu co)

Ma san phim
(Neéu co)

Tén co s& Dia chi co sé

N X . ) Nuwoc san xuat
san xuat san xuat

STT| Tén thiét biy té Chiing loai

1012271-06
1012271-08
1012271-12
1012271-15
1012271-20
1012271-25
1012271-30
1012272-06
1012272-08

TREK RX Coronary }83%3}2 ?;ifﬁ“ﬁﬁ; B

Boéng nong dong D11~atat1Aror.1 Catheter (Trén 1012272-20 Abbott Zone, El Coyol
1 |mach vanh nhan géc: TREK Coronary Vascular .
Dilatation Catheter) 1012272-25 Alajuela, 20102
1012272-30
1012273-06
1012273-08
1012273-12
1012273-15
1012273-20
1012273-25
1012273-30
1012274-06

1012274-08

COSTA RICA
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STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&

san xuat

Nuwdce san xuat

1012274-12
1012274-15
1012274-20
1012274-25
1012274-30
1012275-06
1012275-08
1012275-12
1012275-15
1012275-20
1012275-25
1012275-30
1012276-06
1012276-08
1012276-12
1012276-15
1012276-20
1012276-25
1012276-30
1012277-06
1012277-08
1012277-12
1012277-15
1012277-20
1012277-25
1012277-30
1012278-06
1012278-08
1012278-12
1012278-15
1012278-20
1012278-25
1012278-30
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STT

Tén thiét biy té

Ching loai

Ma san pham

(Néu c6)

Quy cach
dong goi
(Néu co)

Tén co sé

san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

1012279-12
1012279-15
1012280-12
1012280-15

Boéng nong dong
mach vanh

MINI TREK RX Coronary
Dilatation Catheter (Trén
nhan gc: MINI TREK
Coronary Dilatation
Catheter)

1012268-06
1012268-08
1012268-12
1012268-15
1012268-20
1012269-06
1012269-08
1012269-12
1012269-15
1012269-20
1012270-06
1012270-08
1012270-12
1012270-15
1012270-20
1012270-25
1012270-30

Abbott
Vascular

52 Calle 3, B31,
Coyol Free
Zone, El Coyol
Alajuela, 20102

COSTA RICA
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