SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

TP HO CHi MINH Poc lap - Tu do - Hanh phic

THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260001742/PCBB-HCM
Ngay cong bo: 08/06/2026

1. Tén co s& cong bé: CONG TY TRACH NHIEM HUU HAN PEARL
DENT ,

2. bia chi: Lo III 15B cum 4, Nhom CN 111, Buong S6 13 ,KCN Tan Binh,
Phuong Tay Thanh, Thanh phé H6 Chi Minh

3. S6 vin ban cuia co so: 01/2026-CBB/PD Ngay: 02/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Vat liéu tram bit 6ng tuy dang bt nhao

Tén thuong mai (néu c6): Bioceramic Sealer; Calcium Hydroxide with barium
sulphate paste; Calcium Hydroxide with 1odoform paste

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 sur dung: Vat liéu tram bit 6ng tﬁy dgng bot nhio, tron san, dé bom,
c6 hoat tinh sinh hoc dung tram bit vinh vién 6ng tily chan rang.

Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016; ISO 9001 :2015;
CE-901R

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

6. Thong tin vé chu so hitu thiét bi y té:
Tén chu s& hiru: Dental Products of India a divion of The Bombay Burmah

Trading Corporation Ltd (India)
bia chi chu sé hiru: Khasra No. 161B Village Danpur, Kashipur Road, 4th

KM Milestone, Rudrapur 263153 Uttarakhand, India., INDIA



. Thong tin v€ co s& bao hanh (néu co):
8. SO cong bo du dieu kién san xuat déi vai thi€t bi y t€ san xuat trong nudc:
. Thanh phan ho so:

1 | Van ban cong bd tiéu chuan 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 iy quyén cta chi s& hitu thiét bi y té X
4 | Gidy x4c nhan di diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y té bang tiéng Viét, kém theo |
tai li¢u k¥ thuat mo ta chuc nang, thong so ky thuat cta thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.
6 | Gidy chirng nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |
bi y té cong bo ap dung




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