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

Sé: 2602094DKLH/HTTB-BDKKD Ha Noi, ngay 02 thang 06 nam 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 cép 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 1y 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: Stent dong mach chu bung dudi than

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 cua chu s& hitu thiét bi y té: W.L. Gore & Associates, Inc., 1505,

North Fourth Street, Flagstaff,,Arizona, 86q04, UNITED STATES

6. Tén, dia chi cua chu s hiru s6 luu hanh: CONG TY TNHH ACCESS-2-

HEALTHCARE VIETNAM, 66 Nguyén B4 Tuyén, Phudng Bay Hién, Thanh phd

Ho 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; Pia chi co s& san xuit va Nudc san xuét): Theo phu luc dinh kem.
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Gidy chtng nhan nay duoc cip theo Quyét dinh sb 110/Qb-HTTB
ngay 02 thang 06 ndm 2026./.

Noi nhan:

- CONG TY TNHH ACCESS-2-
HEALTHCARE VIETNAM,;

- B0 trudng (dé blc);

- TT. D6 Xuén Tuyén (dé b/c);

- Hai quan ctra khau;

- Luu: VT, bKKD.

Nguyén Minh Lgi
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1. Muc dich sir dung:

PHU LUC PINH KEM

Céc thanh phan ctia Stent than-chan cung bén va Stent chan dbi bén;
Stent dong mach chu bung dudi than GORE® EXCLUDER® Conformable AAA Endoprosthesis dugc thiét ké dé loai bo phinh dong mach chu
khoi tudn hoan mau ¢ nhitng bénh nhan duoc chan doan mic bénh phinh dong mach chi bung duéi than (AAA) va c6 giai phau phi hop nhu mé ta
dudi day:
- BPuong vao qua dong mach chau/dui du rong.
- Puong kinh diéu tri cb dong mach chu duéi than nam trong pham vi tir 16-32 mm va chiéu dai c6 dong mach chu tbi thiéu 10 mm.
- Géc nghiéng ¢ dong mach cha gan < 90°.
- Buong kinh diéu tri dong mach chau nam trong pham vi tir 8-25 mm va chiéu dai vung bit kin mach chau xa it nhét 10 mm.
Cac thanh phén cua Stent m& rong dong mach chu va Stent mé rong dong mach chau
Stent dong mach chu ¢6 kha nang dinh hinh GORE® EXCLUDER® Conformable Aortic Extender Endoprosthesis (Stent mé rong dong mach
cht) dugc chi dinh st dung sau khi trién khai thanh phan stent than-chan cung bén c6 kha ning dinh hinh GORE® EXCLUDER®. Nhiing phan
mo rong nay duoc dung khi can thém chiéu dai va/hoic bit kin dé loai trir phinh dong mach.
Stent nhanh dong mach chau GORE® EXCLUDER®
Stent nhanh dong mach chau GORE® EXCLUDER® c6 thé dugc str dung két hop voi Stent dong mach chu c6 kha nang dinh hinh GORE®

EXCLUDER®. Dé biét thém thong tin, hdy tham khao Huéng dan sir dung Stent nhanh dong mach chau GORE® EXCLUDER®.

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

Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham dong goi Téncoso | Diachicost | oo can xubt
(Néu co) o2, san xuat san xuat
(Néu cd)
CXT201212, CXT201214,
CXT201216, CXT201412,
CXT201414, CXT201416,
A CXT231212, CXT231214, 32470 N. North
Stent dong mach | GORE® EXCLUDER® | "o o310 cx1231218 W.L.Gore & |Valley Parkway | UNITED
1 | chu bung dudi Conformable AAA ’ ’ . .
than Endoorosthesis CXT231220, CXT231412, Associates, Inc. | Phoenix, AZ STATES
' P CXT231414, CXT231416, 85085

CXT231418, CXT231420,
CXT261212, CXT261214,
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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

CXT261216, CXT261218,
CXT261220, CXT261412,
CXT261414, CXT261416,
CXT261418, CXT261420,
CXT281212, CXT281214,
CXT281216, CXT281218,
CXT281220, CXT281412,
CXT281414, CXT281416,
CXT281418, CXT281420,
CXT321414, CXT321416,
CXT321418, CXT321420,
CXT361414, CXT361416,
CXT361418, CXT361420

CXA200005, CXA230005,
CXA260005, CXA280005,
CXA320005, CXA360005
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