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THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260000475/PCBB-HCM
Ngay cong bo: 25/02/2026

1. Tén co s¢ cong bé: CONG TY TNHH PAU TU VA THUONG MAI
THANG LONG QUOC TE o

2. Pbia chi: 54/2 Diép Minh Chau, Phuong Tan Son Nhi, Thanh pho H6 Chi
Minh

3. S6 vin ban cua co sd: 25-2026/CBB-TLQT Ngay: 12/02/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Bong X-Quang

Tén thuong mai (néu c6): Bong X-Quang

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

Chung loai: IMD/XR04; IMD/XR05

M3 san pham (néu co):

Quy cach dong goi:

Muc dich st dung: Ong tia X dugc st dung dé dinh vi soi trong qu4 trinh tan
sO01 ngoai co the bang song xung kich (ESWL), cho phép xac dinh vi tri chinh
x4c clia soi tiét niéu trude va trong qua trinh diéu tri bang song xung kich

Tén co s san xuat: Shenzhen Hyde Medical Equipment Co., Ltd

Pia chi co s san xuit: 201-202, 2nd Floor, 14B building, Zhonghaixin
science & technology park, No.12, 6th GanLi Road, Buji subdistrict,
Longgang District, Shenzhen, CHINA

Tiéu chuén chét luong san pham ap dung: ISO 13485

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

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

Tén chu s¢ hiru: Shenzhen Hyde Medical Equipment Co., Ltd

bia chi chu s hiru: 201-202, 2nd Floor, 14B building, Zhonghaixin science &



technology park, No.12, 6th GanLi Road, Buji subdistrict, Longgang District,
Shenzhen, CHINA

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bo du diéu kién san xuat doi véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty quyén cta chi s¢ hitu thiét bi y té X
4 Giéy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k thuat thiét bi y té bang tiéng Viét, kém theo |

tai liéu k¥ thudt mo ta chirc ning, thong s6 ki thuat cua thiét bj y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chimg nhan hgp chuan hoic ban tiéu chuan ma cha so hitu thiét |
bi y té cong bo ap dung

7 Giéy ching nhan luu hanh ty do con hi€u lyc tai thoi diém ndp ho so X
doi vai thiét bi y t€ nhap khau.




