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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: 260001225/PCBB-HCM
Ngay cong bo: 29/04/2026

1. Tén co s6 cong bd: CONG TY TNHH Y TE HA PO

2. bia chi: 451/14 T6 Hién Thanh, Phuong Dién Hong, Thanh pho H6 Chi
Minh

3. S6 vin ban cua co so: 42.26/HD-CBB Ngay: 23/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: Ong hit dich 6 bung

Tén thuong mai (néu co):

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

Chung loai: Disposable Suction and Irrigation Tubes, Disposable Suction
Irrigation and Trocar kits

Mai san pham (néu co):

20242020394: BE3*330, BF3*330, BE3*360, BF3*360, BE3*420, BF3*420,
BE5*330, BF5*330, BE5*360, BF5*360, BE5*420, BF5*420, BE10*330,
BF10*330, BE10*36, BF10*360, BE10*420, BF10*42, BT5*340, BT10*340

Quy cach dong goi:

Muc dich su dung: Dung trong ph‘e:lu thuat ndi soi 6~bung dé rira va hut (dich,
chat thai) trong khoang co thé, nham gilt truong phau thuat ro rang va sach sé.
Tén co s& san xuat: Bonnie Medical Device Technology (Changzhou) Co.,Ltd
Pia chi co sé san xuit: 5th Floor, Al Block, Hutang Technology Industrial
Park, Hutang Town, Wujin District, Changzhou City, Jiangsu Province, China,
CHINA

Tiéu chuan chat luong san pham ap dung: 1SO13485:2016

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

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

Tén chu s& hiru: Bonnie Medical Device Technology (Changzhou) Co.,Ltd



Dia chi chu s¢ hiru: 5th Floor, A1 Block, Hutang Technology Industrial Park,
Hutang Town, Wujin District, Changzhou City, Jiangsu Province, China,
CHINA

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy 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 liéu ky thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Giay ching nhén hop chuén hogc ban tiéu chuan ma chu s¢ hitu thiét |
bi y té cong bd ap dung

7 G}ay chufng nhan l}ru hanh tu do con hi¢u lyc tai thoi diém ndp ho so X
doi vai thiét bi y t€ nhap khau.




