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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: 260001089/PCBB-HN
Ngay cong bo: 09/04/2026

1. Tén co s6 cong bd: CONG TY TNHH THUONG MAI SAN XUAT CQH
2. Pia chi: s6 12, tap thé vién diéu tra quy hoach rirng, Xa Thanh Tri, Thanh
phd Ha Noi

3. S6 vin ban cua co so: 090426/CBBBQDBK Ngay: 09/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: Dung cu (May) cit bao quy dau

Tén thuong mai (néu c): Dung cu (May) cét bao quy dau

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

Chung loai: Type A:12mm, 15mm, 18mm, 20mm, 22mm, 24mm, 26mm,
28mm, 30mm, 32mm, 36mm Type B: 11.6mm, 14.6mm, 16.6mm, 18.6mm,
20.6mm, 22.6mm, 25.6mm, 28.6mm, 30.6mm, 32.6mm, 33.6mm Type C:
12.5mm, 15.5mm, 18.5mm, 20.5mm, 22.5mm, 24.5mm, 26.5mm, 28.5mm,
30.5mm, 32.5mm, 36.5mm

M3 san pham (néu co):

Type A:12mm, 15mm, 18mm, 20mm, 22mm, 24mm, 26mm, 28mm, 30mm,
32mm, 36mm Type B: 11.6mm, 14.6mm, 16.6mm, 18.6mm, 20.6mm,
22.6mm, 25.6mm, 28.6mm, 30.6mm, 32.6mm, 33.6mm Type C: 12.5mm,
15.5mm, 18.5mm, 20.5mm, 22.5mm, 24.5mm, 26.5mm, 28.5mm, 30.5mm,
32.5mm, 36.5mm

Quy cach dong goi: 1 cai/hop
Muyc dich str dung: Str dung cit khau cho bénh nhan bj hep, viém bao quy dau
Tén co sé san xuat: Hubei Bokang Medical Technology Co.,Ltd

Dia chi co s san xuit: Building 8, DeSiyuan Industrial Park, Pizhuan Road,
Sandian Farm, Dongxihu District, Wuhan city, Hubei Province, CHINA

Tiéu chuin chét luong san pham 4p dung: ISO13485
5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):



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

Tén chu s& hiru: Hubei Bokang Medical Technology Co.,Ltd

bia chi chu s¢ hitu: Building 8, DeSiyuan Industrial Park, Pizhuan Road,
Sandian Farm, Dongxihu District, Wuhan city, Hubei Province, CHINA

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bd du diéu kién san xuat ddi vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vin ban cong bd tiéu chuan ap dung cta thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chat 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 moé 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 b y té
do chu s hitu thiét bi y té ban hanh.

6 | Gidy chirg nhan hop chuan hodc ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 | Gidy chitng nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
d6i v6i thiét bi y té nhap khau.




