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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: 260001141/PCBB-HCM
Ngay cong bo: 22/04/2026

1. Tén co 36 cong bd: CONG TY TNHH THUONG MAI DICH VU KY
THUAT HOP NHAT o

2. bia chi: 77/16A Chuyén Dung 9, Phuong Phtt Thuan, Thanh ph6 H6 Chi
Minh

3. S6 vin ban cua co so: 2503.02/CBTC-HN Ngay: 17/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Bom tiém chup mach

Tén thuong mai (néu cd): Angiospring Angiography Control Syringe

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

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy cach dong goi:

Mug dich sur dung: Str dung dé tao va kiém soat duong tiém dung dich va
thudc can quang trong céac thu thuat can thiép mach

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét lwong san pham ap dung: ISO

5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s hiru: Lepu Medical Technology (Beijing) Co., Ltd.

bia chi chu sé hitu: No. 37 Chaogian Road, Changping District, Beijing,
CHINA

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

8. S0 cong bo du dieu kién san xuat doi vai thi€t bi y t€ sdn xuat trong nudc:



. Thanh phén hd so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B.

2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485

3 | Gidy uy quyén cta chi s¢ hiru thiét bi y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu mo ta tom tat k§ thuat thiét bi y te bang tiéng Viét, kém theo
tai liéu k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy ching nhén hop chuéan hodc ban tiéu chuan ma chu so hiru thiét

biy t€ cong bo ap dung




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE
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Lepu Medical |No. 37 Chaoqian
Bom tiém chup Angiospring Angiography Technology Road,
I mach Control Syringe LPHB1I2 (Beijing) Co., [Changping CHINA

Ltd. District, Beijing




