BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC HA TANG VA THIET BI Y TE Poc 1ap - Tu do - Hanh phiic

86:  2601286DKLH/HTTB-DKKD  Ha Ngi, ngay 14 thing 04 nim 2026

GIAY CHUNG NHAN PANG KY LUU HANH
THIET BI Y TE THUQC LOAI C, D

Cin ctr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 ctia Chinh phu vé
quan 1y thiét bi y té;

Can ctr Nghi dinh s 07/2023/ND-CP ngay 03 thang 3 ndm 2023 ctia Chinh phu sira
d6i, bo sung mot s6 dicu ciia Nghi dinh s6 98/2021/NP-CP ngay 08 thang 11 nam 2021
ctia Chinh phi1 vé quan 1y thiét bi y té;

Can ctr Nghi dinh s6 96/2023/NP-CP ngay 30 thang 12 nam 2023 cua Chinh phu
quy dinh chi tiét mot sé diéu cua Luat Kham bénh, chita bénh;

Can c Thong tu s6 44/2025/TT-BYT ngay 22 thang 11 nam 2025 caa Bo trudng
Bo Y té quy dinh viéc phan cép thuc hién mot sé nhiém vu, giai quyét mét sb thu tuc
hanh chinh trong linh vuc thiét bi y té thudc tham quyén ciia Bd Y té va quy dinh vé
mau vin ban, bao cao thuc hién quan 1y thiét bi y té.

Cuc Ha tang va Thiét bi y té - Bo Y té cap chung nhan ding ky luu hanh cho thiét bi
y té (moi 100%) nhu sau:

1. Tén thiét bi y té: Xwong nhén tao

2. Tén thuong mai (néu cé):

3. Ma Global Medical Device Nomenclature - GMDN (néu ¢é): 16966

4. Loai thiét bi y té: TBYT Loai D

5. Tén, dia chi caa chu s& hitu thiét bi y té: Medbone — Medical Devices Lda.,

Centro Empresarial Lusoworld II, Rua P¢ de Mouro, n° 26 - Linho, 2710-335 Sintra,

PORTUGAL

6. Tén, dia chi ctia chu s& hiru s6 luu hanh: CONG TY CO PHAN DTTM HIEU

LINH, s 2, ngach 94/17, phé Ngoc Khanh, Phuong Giang Vo, Thanh phé Ha Noi.

7. Muc dich st dung; Tén, dia chi co s& bao hanh: Theo phu luc dinh kem.

8. Thong tin chi tiét thiét bi y té (Chung loai; M4 san pham; Quy cach dong goi; Tén

co s& san xuat; Pia chi co s& san xuit va Nudc san xuét): Theo phu luc dinh kem.
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Gidy chtng nhan nay duoc cip theo Quyét dinh sb 62/Qb-HTTB
ngay 14 thang 04 ndm 2026./.

Noi nhan:

- CONG TY CO PHAN DTTM HIEU
LINH;

- B0 trudng (dé blc);

- TT. D6 Xuén Tuyén (dé b/c);

- Hai quan ctra khau;

- Luu: VT, PKKD.

Nguyén Minh Lgi
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1. Muc dich sir dung:

PHU LUC PINH KEM

Xuong nhan tao adbone®TCP dugc chi dinh dé lap diy cac khoang trong hoic khiém khuyét xuong trong hé thong xuong ma khong anh hudng
dén sy 6n dinh cta ciu trac xuong.
Céc chi dinh sir dung adbone®TCP trong linh vic nha khoa bao gém: tai tao khoang trong do khdi u va khuyét tat nang, ting do day xwong 6 ring,
tai tao xuong O rang, tai tao cac khuyét tat nha chu, nang xoang.
Céc chi dinh sir dung adbone®TCP trong linh vuc chinh hinh bao gdm: gdy xuong co khuyet thiéu xwong, ¢ dinh khép dot song, phau thuat cat
xuong chay, giy xuong dui va xuwong chay, phau thuét chinh stra thay thé toan bo khép gbi va khép hang, va phau thuat cot séng.

2. Tén, dia chi co’ sé bao hanh:
3. Théng tin chi tiét thiét bi y té:

STT| Tén thiét biy té

Chung loai

Ma san phim
(Neéu co)

Quy cach
dong goi
(Néu cé)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwde san xuat

Xuong nhan tao
dang hat

adbone®TCP

TCP0105050;
TCP0105100;
TCP0105150;
TCP0105200;
TCP0105300;
TCP0501050;
TCP0501100;
TCP0501150;
TCP0501200;
TCP0501300;
TCP0102050;
TCP0102100;
TCP0102150;
TCP0102200;
TCP0102300;
TCP030402G;
TCP030405G;
TCP030410G;
TCP030415G;

Medbone —
Medical
Devices Lda.

Centro
Empresarial
Lusoworld II,
Rua Pé de
Mouro, n° 26 -
Linho, 2710-335
Sintra

PORTUGAL
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- z Quy cach " . . , .
STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
TCP030420G;
TCP030425G;
TCP030430G
TCP040702G; Centro
TCP040705G; Empresarial
Xuong nhan tao TCP040710G; Med‘pone - Lusow’orld 11,
2 dang vun : adbone®TCP TCP040715G; Medical Rua Pé de PORTUGAL
; ; TCP040720G; Devices Lda. Mouro, n° 26 -
TCP040725G; Linho, 2710-335
TCP040730G Sintra
Centro
) Empresarial
TCP040420B
Xuong nhan tao TCP080820B: Medbone Lusoworld 11,
3 \ £ adbone®TCP ’ Medical Rua Pé de PORTUGAL
dang hinh khoi TCP151520B; . o
TCP152030B Devices Lda. Mouro, n°® 26 -
Linho, 2710-335
Sintra
Centro
Empresarial
R Medbone — Lusoworld II,
4 ?;“nfiﬁﬁaflzao adbone®TCP %ggjggg% Medical Rua Pé de PORTUGAL
ang q Devices Lda. Mouro, n° 26 -
Linho, 2710-335
Sintra
Centro
Empresarial
Xuong nhan tao Med‘pone - Lusoworld II,
5 ‘ : adbone®TCP TCP080820C Medical Rua Pé de PORTUGAL
dang hinh tru . o
Devices Lda. Mouro, n° 26 -
Linho, 2710-335
Sintra

Trang4/5



Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) 02, san xuat san xuat
(Néu cd)
Centro
TCP062530W; Empresarial
Xuong nhan tao TCP082530W; Med‘pone - Lusoworld II,
6 dang hinh nérﬁ adbone®TCP TCP102530W; Medical Rua Pé de PORTUGAL
: TCP122530W; Devices Lda. Mouro, n° 26 -
TCP142530W Linho, 2710-335

Sintra
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