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: 260002261/PCBB-HN
Ngay cong bo: 10/07/2026

1. Tén co sd cong bé: CONG TY TNHH B & M QUOC TE
2. Pia chi: Thon Bui Xa, Xa Tam Hung, Thanh phé Ha No1
3. S6 vin ban cua co so: 0126-CBB/BM Ngay: 09/07/2026
4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Ring nhwa tong hop

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature — GMDN (néu co):
Chung loai: Theo phu luc

Ma san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich st dung: San pham nay duoc sir dung dé lap vao ham gia cho bénh
nhan mat rang (rung hét rang) trong khoang miéng.

Tén co so san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san phdm 4p dung: Tiéu chuin nha san xuét

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

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

Tén chu so hiru: HENAN CAIYU DENTAL MATERIALS CO., LTD

Dia chi chu s¢ hitu: No.35 Standardized Factory buildings, Hua County
Industry Cluster District, Anyang, 456400 Henan, 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:



Vin ban cong bd tiéu chudn ap dung cta thiét bi y té thudc loai B.

Gidy chimg nhan dat tiéu chuan quan 1y chit luong ISO 13485

Gidy iy quyén cta chu so hiru thiét bi y té

Giay xac nhan du diéu kién bao hanh

DNl | W N

Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo
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.

Giay ching nhén hop chuén hodc ban tiéu chuén ma chu s6 hiru thiét
bi y té cong bd ap dung

Glay chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so
do6i voi thiét bi y té nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

< = Z Quy cach n . . . A .
STT| Ten thidt biy € Chiing logi Ma sin phim dinggsi | Tencosé | Dachicosysin | Nubesin
(Néu cé)
HENAN No.35 Standardized
Ring nhya tong oo CAIYU Factory buildings, Hua
1 |hop DENTAL County Industry Cluster | CHINA
MATERIALS | District, Anyang,
CO.,LTD 456400 Henan
HENAN No.35 Standardized
Ring nhya tong 234 CAIYU Factory buildings, Hua
2 |hop DENTAL County Industry Cluster | CHINA
MATERIALS | District, Anyang,
CO.,LTD 456400 Henan
HENAN No.35 Standardized
Ring nhya tong 4 CAIYU Factory buildings, Hua
3 |hop DENTAL County Industry Cluster | CHINA
MATERIALS | District, Anyang,
CO.,LTD 456400 Henan
HENAN No.35 Standardized
Ring nhya tong 25 CAIYU Factory buildings, Hua
4 |hop DENTAL County Industry Cluster | CHINA
MATERIALS | District, Anyang,
CO.,LTD 456400 Henan
HENAN No.35 Standardized
Ring nhya tong 28x1 CAIYU Factory buildings, Hua
5 |hop DENTAL County Industry Cluster | CHINA
MATERIALS | District, Anyang,
CO.,LTD 456400 Henan
6 Ring nhya tong 14x1 HENAN No.35 Standardized CHINA
hop CAIYU Factory buildings, Hua




Quy cach

STT| Tén thiét biy té Chiing loai M sin phim déng goi Tén co'so Diachicososan | Nuge san
(Néu co) (N éu c6) san xuat xuat xuat
DENTAL County Industry Cluster
MATERIALS | District, Anyang,
CO.,LTD 456400 Henan
HENAN No.35 Standardized
Rang nhya tong | CAIYU Factory buildings, Hua
7 |hop DENTAL County Industry Cluster | CHINA
MATERIALS | District, Anyang,
CO.,LTD 456400 Henan
HENAN No.35 Standardized
Ring nhya tong 6x1 CAIYU Factory buildings, Hua
8 |hop DENTAL County Industry Cluster | CHINA
MATERIALS | District, Anyang,
CO.,LTD 456400 Henan
HENAN No.35 Standardized
Ring nhya tong Ax1 CAIYU Factory buildings, Hua
9 |hop DENTAL County Industry Cluster | CHINA
MATERIALS | District, Anyang,
CO.,LTD 456400 Henan




