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:  2602062DKLH/HTTB-PKKD  Ha Ngi, ngay 02 thang 06 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 thong Robot phau thuat ndi soi

2. Tén thuong mai (néu cé): hinotori Surgical Robot System

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

4. Loai thiét biy té TBYT Loai C

5. Tén, dia chi ciia cha s hitu thiét bi y té: Medicaroid Corporation, 1-6-5

Minatojima Minami-machi, (;huo—ku, Kolge, Hyogo, 650-0047, JAPAN

6. Tén, dia chi cua chu s& hitu s6 luu hanh: CONG TY TNHH SYSMEX VIET

NAM, Tang 8, Toa nha Centre Point, s 106, dudng Nguyén Vin Trdi, Phudong Phu

Nhuén, Thanh phé 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 SYSMEX VIET
NAM;

- 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

Hé théng hinotori duoc thiét ké dé hd trg phau thuat vién khi thao tac voi cac dung cu phau thuat noi soi trong phau thuat noi soi thudc linh vuc tiét
niéu, phu khoa va/hoic phau thuat duong tiéu hoa tong quat, bang cach cung cip céc tinh ning nhu tinh nang kep gitt m6 hodc cac ngoai vét, tinh
nang rach, tinh nang boc tach theo phuwong phap ti/sic, tinh ning thiat mach, tinh ning rach va cdm mau bang dong dién tan s cao, tinh nang khau,
tinh ning dinh vi, cling nhu tinh ning dua cac phu kién phiu thuit vao va lay chung ra.

2. Tén, dia chi co’ sé bao hanh:

(1) Tén co s& bao hanh: Cong ty TNHH Sysmex Viét Nam - chi nhanh Ha Noi

Dia chi co séf bao hanh: Tﬁng 10, Vinaconex Tower, s6 34 phé Leing Ha, Phuong Lang, Thanh phé Ha Noi
Dién thoai co dinh: +84 (24) 3776 7020

Dién thoai di dong:

(2) Tén co s¢ bao hanh: Cong ty TNHH Sysmex Viét Nam N N o
bia chi co sQ bdo hanh: Tang 8, Toa Nha Centre Point, s6 106, duong Nguyen Van Troi, Phuong Phi Nhuan, Thanh pho H6 Chi Minh
Dién thoai co dinh: +84 (28) 3997 9400

3. Thong tin chi tiét thiét bi y té:

bién thoai di dong:

Quy cach

STT| Tén thiét biy té Chiing loai Ma san plrlam dong goi Tfn co 2o D;aochl co 80 Nuéc san xuit
(Néu co) £, san xuat sdn xuat
(Néu c0)
Ban diéu khién Medicaroid (1:}_11) I?E; ﬁﬁkl_
1 [danh cho phau Surgeon cockpit CU052562 Corporation ’ ’ JAPAN
R . Hyogo, 673-
thuat vién Akashi Plant
0014
: . 1-1 Kawasaki-
, Medicaroid .
2 Ca? h tayARobot Operation unit BR795136 Corporation cho, Akashi, JAPAN
phau thuat . Hyogo, 673-
Akashi Plant
0014
B¢ phan xi 1§ hinh Medicaroid | - FORet
3 gl Y Vision unit BA040066 Corporation | '™ "2 | JAPAN
Akashi Plant YOgo,
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Quy cach

STT| Tén thiét biy té Chiing loai Mi sin phim déne obi Tén co s6 Dia chi co s6 . . X
: (Néu co) (13125 f:,:)l san xuat san xuat Nugre sin xuat
0014
HF-II Series Monopolar Medicaroid I-1 Kawasaki-
4 |Kéo cong don cuc | Instrument - Monopolar BK401941 Corporation cho, Akashi, JAPAN
Curved Scissors Akashi Plant | [Y020, 673-
0014
HF-II Series Bipolar Medicaroid 1-1 Kawasa}ki-
5 [ Kep ludng cuc Instrument - Bipolar AU959241 Corporation cho, Akashi, JAPAN
Maryland Forceps Akashi Plant Hyogo, 673-
0014
HF-II Series Bipolar Medicaroid I-1 Kawasaki-
6 | Kep ludng cuc Instrument - Bipolar BQ119474 Corporation cho, Akashi, JAPAN
Fenestrated Forceps Akashi Plant Hyogo, 673-
0014
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