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:  2601285PKLH/HTTB-PKKD  Ha Ngi, ngay 14 thing 04 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 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: Hé thng cat ddt dién sinh 1y tim bang song radio

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& hiru thiét bi y té: AtriCure, Inc., 7555 Innovation Way,

Mason, Ohio, 45040, UNITED STATES

6. Tén, dia chi ctia chu s& hitu s6 lvu hanh: CONG TY TNHH ANDAMAN

MEDICAL VIET NAM, Tﬁng 12, Toa nha Viettel, 285 Cach Mang Thang Tam,

Phuong Hoa Hung, Thanh phé H6 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 62/Qb-HTTB
ngay 14 thang 04 ndm 2026./.

Noi nhan:

- CONG TY TNHH ANDAMAN
MEDICAL VIET NAM,;

- B0 trudng (dé blc);

- TT. D6 Xuén Tuyén (dé b/c);

- Hai quan ctra khau;

- Luu: VT, PKKD.

Nguyén Minh Lgi
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1. Muc dich sir dung:

PHU LUC PINH KEM

May cit dot dién sinh 1y tim bang song radio duoc thiét ké dé truyén ning luong tan sé radio (RF) vao dién cuc cia cac thiét bi cAm tay cat bo RF

cua AtriCure.

Kep dbt ludng cuc diéu tri 16 loan nhip tim la thiét bi ph?lu thuat dién vo trung, dung mot 14n nham cit bo mo tim khi duoc két ndi vai may cat d6t
tan s6 radio Atricure tuong thich.
Dau dbt 1a mot thiét bi phau thuat dién vo tring, st dung mot 1an nham cat bo mo tim khi két ndi voi May cat dot tan s vo tuyén AtriCure tuong
thich. Pau ddt c6 thé dung dé tao nhip tim tam thoi, cam bién, ghi nhan va kich thich nhip tim trong qua trinh danh gia rdi loan nhip tim khi dwoc
két ndi vai may tao nhip tim tam thoi bén ngoai hodc thiét bi ghi nhan.

2. Tén, dia chi co’ sé bao hanh:
(1) Tén co s& bao hanh: Cong Ty TNHH Thuong Mai K§ Thuat Va Dich Vu Thong Nhét

Dia chi co séf bao hanh: Phong 401 , tﬁng 4, s6 65B, phé To6n bac Théng, Phuong Van Miéu - Quéc Tu Giam, Thanh phé Ha Noi
Dién thoai ¢ dinh: 02437741857

Di¢n thoai di dong:

(2) Tén co 86 bao hanh: CONG TY TNHH THUONG MAI VA DICH VU KY THUAT PHUC TIN
Dia chi co s& bao hanh: S6 78/1C duong Binh Loi, Phuong Binh Loi Trung, Thanh phd H6 Chi Minh

Dién thoai ¢ dinh: 02862926585

3. Thong tin chi tiét thiét bi y té:

Di¢n thoai di dong:

< = Z Quy cach n . o .
STT| Tén thiet biy te Chiing loai Ma san plrlam dong goi Tfn co 2o D;aochl co 80 Nudc san xuat
: : (Néu cod) (Néu c6) san xuat sdn xuat

May c,at‘dot (Lh@n Multifunctional Ablation . 7555 Innovation UNITED
1 [sinh Iy tim bang Generator MAG AtriCure, Inc. | Way, Mason, STATES
song radio Ohio, 45040
Kep dbt ludng cuc 7555 Innovation
2 | diéu tri rdi loan Egrllat(;;\iyizrgycgii?p’ OLL2 AtriCure, Inc. | Way, Mason, ISJ"Il"\IAITI‘]]EE]g
nhip tim £ Jaw, Ohio, 45040
3 | Kep dbt ludng cuc | Isolator Synergy Clamp, OSL2 AtriCure, Inc. 7555 Innovation | UNITED
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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

diéu tri rdi loan Way, Mason,
nhip tim Standard Jaw, Left Curve Ohio, 45040 STATES
Dau dbt diéu tri rdi 7555 Innovation UNITED
4 | loan nhip tim bang | Isolator Transpolar Pen MAX3 AtriCure, Inc. | Way, Mason,
) X ; STATES
song radio Ohio, 45040
Pau dbt diéu tri rdi 7555 Innovation
5 |loan nhip tim bang Egrllat%relr;ong Pen TT 33 cm MAXS AtriCure, Inc. | Way, Mason, [sjgi?]ggg
song radio & Ohio, 45040
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