SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

TP HO CHi MINH Poc lap - Tu do - Hanh phic

THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260001223/PCBA-HCM
Ngay cong bo: 08/07/2026

1. Tén co s& cong bé: CONG TY TNHH THE HANGI VIET NAM

2. bia chi: Tang 5, Toa nha TTM BUILDING, s6 309 Bach bBang, Phuong
Gia Dinh, Thanh phd H6 Chi Minh

3. S6 vin ban cuia co so: 05/2026-HANGI Ngay: 03/07/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: B6 dung cu dung trong phau thuat cot séng

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature — GMDN (néu co):

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich sir dung: Dung cu phau thuat duoc sit dung kém véi Hé thong Robot
phau thuat ¢t song nham thuc hién ké hoach phau thuat da duogc lap trinh
truoc.

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan nha san xuét

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

6. Thong tin vé chu so hiru thiét bi y té:

Tén chu sé htru: CUREXO, INC.

bia chi chu sé hitu: 3rd, 4th Fl. 480, Wiryesunhwan-ro, Songpa-gu, Seoul,
05814, KOREA, REPUBLIC OF

7. Thong tin vé co s& bao hanh (néu co):



Tén co s6: CONG TY TNHH THE HANGI VIET NAM

Dia chi: Tang 5, Toa nha TTM BUILDING, s6 309 Bach Dang, Phuong Gia
Pinh, Thanh phé H6 Chi Minh

Dién thoai cb dinh: +84-55132302 Dién thoai di dong:
8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y t& ban hanh.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu hudéng dan st dung cua thiét bi y té X
8 | MAu nhin thiét bj y té X

9 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.




PHU LUC: BANG KE CHI TIET THIET BL Y TE

STT | TEN THIET CHUNG LOAI TEN CO | PIA CHI NUOC
BIY TE SO SAN CO SO SAN
XUAT SAN XUAT
XUAT
1.| Dung cu DL-1300; DL-1775; DL-1300-MSZ; CUREXO, | 3rd, 4th FI. | Korea,
nong DL-1775-MSZ; DL-1300-MSI; INC. 480, Republic of
DL-1300-LKP; DL-1775-LKP; Wiryesunh
wan-ro,
Songpa-gu,
Seoul,
05814,
2.| Dung cu SD-0500; SD-2030; SD-1630BA,; CUREXO, | 3rd, 4th FI. | Korea,
nong dau SD-2030BA INC. 480, Republic of
rang cua Wiryesunh
wan-ro,
Songpa-gu,
Seoul,
05814,
3.| Dung cutao | NT-0300; NT-0350; NT-0400; CUREXO, | 3rd, 4th FI. | Korea,
ren NT-0450; NT-0500; NT-0550; INC. 480, Republic of
NT-0600; NT-0650; NT-MS45; Wiryesunh
NT-MS55; NT-MS65; NT-MS75; wan-ro,
CT-MS45; CT-MS55; CT-MS65; Songpa-gu,
CT-MS75; NT-LK45; NT-LK55; Seoul,
NT-LK65; CT-LK45; 05814,
CT-LK55; CT-LK65; NT-LK45P;
NT-LK55P; NT-LK 65P
4.| Dung cutao | ST-0550; ST-0600; ST-0650 CUREXO, | 3rd, 4th FI. | Korea,
ren c6 16i dan INC. 480, Republic of
Wiryesunh
wan-ro,
Songpa-gu,
Seoul,
05814,
5.| Dung cu van | LK-0001; LK-0002; LK-0003; CUREXO, | 3rd, 4th FI. | Korea,
vit MQ-0000; U1-0000 INC. 480, Republic of
Wiryesunh
wan-ro,
Songpa-gu,
Seoul,

05814,




