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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: 260002154/PCBB-HN
Ngay cong bod: 06/07/2026

1. Tén co s& cong bé: CONG TY TNHH THIET B Y TE PUC TIN

2. bia chi: SO 1, Ngéach 299/21, Buong Hoang Mai, Phuong Tuong Mai,
Thanh phd Ha Nbi

3. S6 vin ban cuia co so: 4726/VBCB-DT Ngay: 04/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Phin loc khuan

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 st dyng: Dung dé loc Vi khuan, Virus trong may thd, may gy mé.
Giup tranh nhi€u khuan va lay nhiém chéo cho bénh nhan.

Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

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

5. DB6i voi thiét bi y té chira chat ma tay, tién chat (néu c):

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

Tén chu s¢ hiru: Ningbo Hanyue Medical Technology Co.,Ltd

bia chi chu sé hitu: No. 58 Yugong Road, Ertang Industrial Zone, Zonghan
Street, Cixi City, Zhejiang Province, CHINA

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

8. SO cong bo du di€u kién san xuat doi voi thiét bi y t€ san 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

7 Giéy chuing nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so

dbi voi thiét bi y té nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE
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q Ningbo Hanyue [ No.58 Yugong Road,
| Phinloc khuan T4 » 41 pediatric HY-024-1; HY-024-2 Medical Ertang Industrial Zone, - .\ o
chirc nang Technology Zonghan Street, Cixi
Co., Ltd City, Zhejiang Province
Ningbo Hanyue [ No.58 Yugong Road,
Phin loc khuan 3 ) D HY-024-3; HY-024-4; HY- Medical Ertang Industrial Zone,
2 churc nang Adult; Pediatric; Infant 024-5 Technology Zonghan Street, Cixi CHINA
Co., Ltd City, Zhejiang Province




