SOY TE TP HO CHi MINH CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

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

S6 cong bd: 240002272/PCBB-HCM
Ngay cong bo: 04/10/2024

1. Tén co s cong bd: CONG TY TNHH OSSTEM IMPLANT VI NA

2. bia chi: Tang 5, Toa nha VNPT, s6 1487 Nguyén Van Linh, Phuong Tan
Phong, Quan 7, Thanh phé H6 Chi Minh

3. S6 vin ban cua co so: 60824/CBB-OSSTEM Ngay: 01/10/2024

4. Thiét bi y té thudc loai B

Tén thiét bi y té: BO dung cu hd tro ph?lu thuat

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 cach dong goi:

Muc dich str dung: Puoc st dung trong diéu tri céy ghép nha khoa
Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: Tiéu chuan ctia NSX

5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s hiru: Osstem Implant Co., Ltd

bia chi chu sé hitu: 66-16, Bansong-ro 513beon-gil, Haeundae-gu, Busan,
KOREA, REPUBLIC OF

7. Thong tin vé co s& bao hanh (néu co):
Tén co sé: CONG TY TNHH OSSTEM IMPLANT VI NA
Dia chi: Tang 5, Téa nha VNPT, s 1487 Nguyén Van Linh, Phuong Tan



Phong, Quan 7, Thanh phé Ho Chi Minh

Pién thoai ¢b dinh: 02866818213 Dién thoai di dong:

8. S6 cong bd du diéu kién san xuat di véi thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit 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 mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

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.

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

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
doi vaoi thiét bi y té nhap khau.




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

QUY CACH

STT| TEN TRANG THIET Bl Y TE CHUNG LOAI MA SAN PHAM PONG GOI | TEN CO SO SAN XUAT | DIA CHI CO SO SAN XUAT Nvoc
' ' (Néu cd) A cd - SAN XUAT
(Néu co)
1 B0 dung cu ho tr¢ phau thuat OAK: HOAK Osstem Implant Co., Ltd 66-16, Bansong-ro 513beon-gil, KOREA, REPUBLIC OF

Haeundae-gu, Busan

HOSTP33; HOSTP38; HOSTP43;

66-16, Bansong-ro 513beon-gil,

2 | Miii duc loi HOSTP48 Osstem Implant Co., Ltd Haeundae-gu, Busan KOREA, REPUBLIC OF
Miii khoan pha 16p xuong vé HGSBP40B; HGSBP45B; 66-16, Bansong-ro 513beon-gil,
3 HGSBP50B; HGSBP60B; HGSBP70B Osstem Implant Co., Ltd Haeundae-gu, Busan KOREA, REPUBLIC OF
, . x HGSBGM; HGSBGS; HKSBGM,; 66-16, Bansong-ro 513beon-gil,
4 | Vit huéng dan HKSBGS Osstem Implant Co., Ltd Haeundae-gu, Busan KOREA, REPUBLIC OF
5 | Mii cét xwong HTD42S; HTD47S; HTD52S Osstem Implant Co., Ltd 66-16, Bansong-ro S13beon-gil, | nppA REPUBLIC OF
Haeundae-gu, Busan
6 | Miii mai xuong CERMS0A Osstem Implant Co., Ltd 66-16, Bansong-ro S13beon-gil, | nppA REPUBLIC OF
Haeundae-gu, Busan
7 |Pung cu lay xuong tir thin ABC504S Osstem Implant Co., Ltd | 00716, Bansong-ro S13beon-gil, |y ypp s REPUBLIC OF

Haeundae-gu, Busan




