BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC HA TANG VA THIET BI Y TE Poc 1ap - Tu do - Hanh phiic

86:  2601609PKLH/HTTB-DKKD  Ha Ngi, ngay 07 thang 05 nim 2026

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

Cin ctr 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, bo sung mot s6 dicu ciia Nghi dinh s6 98/2021/NP-CP ngay 08 thang 11 nam 2021
ctia Chinh phi1 vé quan 1y thiét bi y té;

Can ctr Nghi dinh s6 96/2023/NP-CP ngay 30 thang 12 nam 2023 cua Chinh phu
quy dinh chi tiét mot sé diéu cua Luat Kham bénh, chita bénh;

Can c Thong tu s6 44/2025/TT-BYT ngay 22 thang 11 nam 2025 caa Bo trudng
Bo Y té quy dinh viéc phan ca‘ip thuc hién mot sé nhiém vu, giai quyét mét sb thu tuc
hanh chinh trong linh vuc thiét bi y té thudc tham quyén ciia Bd Y té va quy dinh vé
mau vin ban, bao cao thuc hién quan ly thiét bi y té.

Cuc Ha tang va Thiét bi y té - Bo Y té cap chung nhan ding ky luu hanh cho thiét bi
y té (moi 100%) nhu sau:

1. Tén thiét bi y té: Catheter do thong sé huyét dong

2. Tén thuong mai (néu cé):

3. Ma Global Medical Device Nomenclature - GMDN (néu ¢6):

4. Loai thiét bi y té: TBYT Loai D

5. Tén, dia chi ctia chu sé hitu thiét bi y té: Becton, Dickinson and Company , 17200

Laguna Canyon Rd. Irvine, CA,9261 8, UNIT]ED ST‘ATES

6. Tén, dia chi ctia chu s& hitu s6 lvu hanh: VAN PHONG DAI DIEN BECTON

DICKINSON ASIA LIMITED TAI THANH PHO HO CHI MINH, Phong 1106-07,

tﬁng 11, Toa nha Mé Linh Point, s6 2, duong Ngdb buc Ké, Phuong Sai Gon, Thanh

phd 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; M4 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.
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Gidy chtng nhan nay duoc cip theo Quyét dinh sb 88/Qb-HTTB
ngay 07 thang 05 ndm 2026./.

Noi nhan:

- VAN PHONG PAI DIEN BECTON
DICKINSON ASIA LIMITED TAI
THANH PHO HO CHi MINH;

- B0 truong (dé blc);

- TT. Pb Xuan Tuyén (dé b/c);

- Hai quan cira khau; =
- Luu: VT, BKKD. Nguyeén Minh Lgi
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1. Muc dich sir dung:

PHU LUC PINH KEM

Ong thong Swan-Ganz™ la cac ong thong dong mach ph01 dugc chi dinh str dung ngan han trong hé tuan hoan trung tim cho nhiing bénh nhan
can theo déi huyét dong noi tim, ldy mau mau va truyén dung dich. Khi duoc sir dung cting véi hé thdng theo ddi va cac phu kién ‘tuong thich, ong
thong Swan-Ganz™ cung cap hd so huyét dong hoc toan dién, hd trg bac si danh gia chirc ning tim mach va dinh huéng cac quyét dinh diéu trj.

*Chi dinh su dung:

Ong thong Swan-Ganz™ la cac cong cu chan doan va theo déi dugc sir dung dé theo doi huyét dong hoc ¢ bénh nhan nguoi lon trong tinh trang
nguy kich, bao gém nhung khong gi6i han ¢ cac truong hop héi phuc sau phiu thuat 16n, chin thuong, nhiém trung huyét, bong, bénh 1y phdi, suy
ho6 hap va cac bénh Iy tim mach, bao gdm suy tim.

2. Tén, dia chi co sé bao hanh:
3. Thong tin chi tiét thiét bi y té:

x 2 2 Quy cach A . . . x
STT| Tén thiét biy té Chiing loai Ma san pham dong goi Teéncoso | Dia chicoso | g0 can xudt
(Néu co) (Néu c6) san xuat san xuat
Swan-Ganz Thermodilution State Road 402,
Catheters (Chung loai trén E.dwar.d S Km 1'4.
1 Catheter do thong nhéin hop: Swan-Gangz Hi- 131F7P; 5 chidc/ebi Lifesciences Industrial Park, | UNITED
s6 huyét dong Shor T‘Il?l'le B, 131F7 g Technology ~ |00610-1577, | STATES
Thermodilution Catheter) Sarl Apasco, Puerto
Rico
CCT Critical
Swan-Ganz Thermodilution g:?lamolo - Parque
. Catheters (Chung loai trén ) & Industrial Itabo
Catheter do thong . A . 131F7P; ST S.R.L. Also DOMINICAN
2 | X, an nhan hop: Swan-Ganz Hi- 5 chiéc/goi . Km 18.5 Carr.
s0 huyét dong . 131F7 trading as . REPUBLIC
Shore True Size Edwards Sanchez Haina,
Thermodilution Catheter) . San Cristobal
Lifesciences
AG
. Swan-Ganz Thermodilution Edwards State Road 402,
Catheter do thong | Catheters (Chiing loai trén iéc/06i Lifesciences Km 1.4 UNITED
3 | % huvét do g 831F75P 5 chiéc/goi
50 huyet dong nhan hop: Swan-Ganz VIP Technology Industrial Park, |STATES
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Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
00610-1577,
Thermodilution Catheter) Sarl Anasco, Puerto
Rico
CCT Critical
Care Parque
Swan-Ganz Thermodilution Technologies In dgs trial Ttabo
4 Catheter do thong [ Catheters (Chung loai trén R31F75P 5 chibe/ebi S.R.L. Also Km 18.5 Carr DOMINICAN
sO huyét dong nhan hop: Swan-Ganz VIP & trading as ' .~ |REPUBLIC
L Sanchez Haina,
Thermodilution Catheter) Edwards :
. San Cristobal
Lifesciences
AG
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