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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: 260001502/PCBB-HN
Ngay cong bod: 15/05/2026

1. Tén co s6 cong bd: CHINHANH CONG TY TNHH BMS VINA TAI HA
NOI

2. Eia chi: Tang 2, Toa nha Green Park Tower, 33 phdé Duong Dinh Nghé,
Phuong Cau Gidy, Thanh phd Ha Noi

3. S6 vin ban cua co so: 120526/CBB-ASA Ngay: 15/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Tru phuc hinh

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 su dung: Tru phuc hinh la mét b6 phan quan trong, dong vai tro nhu
mot cau ndi gitra try implant (dugc cay vao xuong ham) va mao rang st (phan
rang gia nhin thay dugc). N6 giup cb dinh va giit cho mao ring st dugc gan
chat vao tru implant, tao thanh mot chiéc rang hoan chinh va dam bao churc
nang an nhai, 13 san pham nhén tao dung dé thay thé cho bo phan co thé cua
ngudi bénh (bao gdm ca san pham 13 san pham cdy ghép lau dai trong co thé
nguoi).

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: Theo tiéu chuan nha san xuét cong
b0

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

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



Tén chu so hiru: Dentium Co., Ltd

bia chi chu sé hitu: 76 Changnyong-daero 256beon-gil, Yeongtong-gu,
Suwon-si, Gyeonggi-do, 16229, KOREA, REPUBLIC OF

7. Thong tin vé co s& bao hanh (néu co):

8. S6 cong bd du diéu kién san xuat di v6i thiét bi y té san xudt trong nudc:
9. 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 uy quyén cta chi s& hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu mo ta tom tat k¥ thuat thiét bi y t€ bang tieng Viét, kém theo | ¢

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua 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

7 | Giay chimg nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
dbi voi thiét bi y té nhap khau.




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

STT

Tén thiét bi y té

Chung loai

M3 san phim
(Neéu co)

Quy cach
dong goi
(Néu cé)

Tén co sé
san xuat

Dia chi co so
san xuat

Nuwde san xuat

Tru phuc hinh

ASA451540RN;
ASA451550RN;
ASA452040RN;
ASA452050RN;
ASA453040RN;
ASA453050RN;
ASA451540RH;
ASA451550RH;
ASA452040RH;
ASA452050RH;
ASA453040RH;
ASA453050RH;
ASA551540RN;
ASA551550RN;
ASA552040RN;
ASA552050RN;
ASA553040RN;
ASA553050RN;
ASAS551540RH;
ASA551550RH;
ASAS552040RH;
ASA552050RH;
ASA553040RH;
ASA553050RH

Dentium Co.,
Ltd

76(3F,4F(Part),6
F), Changnyong-
daero 256beon-
gil, Yeongtong-
gu, Suwon-si,
Gyeonggi-do

KOREA,
REPUBLIC OF

Tru phuc hinh

ASA451540RN;
ASA451550RN;
ASA452040RN;
ASA452050RN;
ASA453040RN;

Dentium Co.,
Ltd

2F(Part) 106,
Jeongoksandan-
ro, Seosin-
myeon,
Hwaseong-si,

KOREA,
REPUBLIC OF




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

ASA453050RN;
ASA451540RH;
ASA451550RH;
ASA452040RH;
ASA452050RH;
ASA453040RH;
ASA453050RH;
ASAS551540RN;
ASAS51550RN;
ASA552040RN;
ASAS552050RN;
ASAS553040RN;
ASAS553050RN;
ASAS551540RH;
ASAS51550RH;
ASA552040RH;
ASAS552050RH;
ASA553040RH;
ASA553050RH

Gyeonggi-do




