SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
_HANOL Poc lap - Tw do - Hanh phiic

THONG TIN

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

S6 cong bd: 260001829/PCBB-HN
Ngay cong bo: 09/06/2026

1. Tén co s& cong bé: CONG TY TNHH DICH VU PHAT TRIEN KY
THUAT VA ‘THU’ON,G MAI VIET NAM , ,

2. bia chi: Tang 2, thap A, toa nha Helios Tower, s6 75 phd Tam Trinh,
phuong Vinh Tuy, Thanh phd Ha Nbi, Viét Nam., Phuong Vinh Tuy, Thanh
phd Ha Noi

3. S6 vin ban cua co so: 0906/26/PCCB/VT/LNK Ngay: 09/06/2026
4. Thiét bi y té thudc loai B

Tén thiét bi y t&: May bom tiém ap luc cao

Tén thuong mai (néu cd): May bom tiém ap luc cao

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

Chung loai: Honor- C2101

M3 san pham (néu co):

Quy cach dong goi: Hop

Muc dich str dung: Su dung dé tiém thudc can quang cho may CT, DSA
Tén co so san xuat: Shenzhen LnkMed Medical Technology Co., Ltd.

bia chi co s¢ san xuat: 405, plant 2, No. 6352, Pingshan Avenue, Pingshan
District, Shenzhen China. 518000, CHINA

Tiéu chuén chét luong san pham 4p dung: ISO 13485

5. B6i voi thiét bi y té chira cht ma tay, tién chit (néu co):

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

Tén chu s& hiru: Shenzhen LnkMed Medical Technology Co., Ltd.

bia chi chu sé hiru: 405, plant 2, No. 6352, Pingshan Avenue, Pingshan
District, Shenzhen China. 518000, CHINA



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

Tén co sé: Cong ty TNHH Dich Vu Phat Trién K§ Thuét va Thuong Mai Viét
Nam

Dia chi: Tﬁng 2, thép A, toa nha Helios Tower, s6 75 phé Tam Trinh, Phuong
Vinh Tuy, Thanh pho Ha Noi

Pién thoai ¢b dinh: 096 624 8478 Dién thoai di dong: 096 624 8478
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 bd tiéu chuan ap dung cua thiét bi y té thudc loai B. 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 t€ cong bo ap dung




