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:  2601680PKLH/HTTB-PKKD  Ha Ngi, ngay 07 thang 05 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: BO tru phuc hinh nha khoa

2. Tén thuong mai (néu cé):

3. M4 Global Medical Device Nomenclature - GMDN (néu c6):

4. Loai thiét biy té TBYT Loai C

5. Tén, dja chi cia chu s& hiru thiét bi y té: Terrats Medical S.L., Calle Mogoda 75-

99, Barbera del Valles, Barcelqna, 08210, SIiAIN ’

6. Tén, dia chi cua chu s hiru s6 luu hanh: CONG TY TNHH TRANG THIET BI

NHA KHOA, 199 Nguyén Thi Minh Khai, Phuong Cau Ong Lanh, Thanh phd Hb

Chi Minh.

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.

Trang1/7



Gidy chtng nhan nay duoc cip theo Quyét dinh sb 88/Qb-HTTB
ngay 07 thang 05 ndm 2026./.

Noi nhan:

- CONG TY TNHH TRANG THIET BI
NHA KHOA;

- B0 trudng (dé blc);

- TT. D6 Xuén Tuyén (dé b/c);

- Hai quan ctra khau;

- Luu: VT, PKKD.

Nguyén Minh Lgi

Trang2/7



1. Muc dich sir dung:

PHU LUC PINH KEM

B§ tru phuc hinh dugc st dung cho céc phuc hinh trén try chan rang nhan tao hoac dé hd tro cac quy trinh thyc hién tai labo nha khoa.

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

STT

Tén thiét biy té

Chung loai

Ma san pham
(Néu co)

Quy cach
dong goi
(Néu cd)

Tén co s&
san xuat

Dia chi co s&
san xuat

Nuwde san xuat

Dung cu gén tru
phuc hinh

Angulated Screw Channel
Screwdriver

ASC-SD24, ASC-SD30

Terrats Medical
S.L.

Calle Mogoda
75-99, Barbera
del Valles,
Barcelona,
08210

SPAIN

Dung cu gén tru
phuc hinh

Iso Latch To 4x4 Driver
Adapter; 30mm (L)

ISO4X4A

Terrats Medical
S.L.

Calle Mogoda
75-99, Barbera
del Valles,
Barcelona,
08210

SPAIN

Tru phuc hinh

Narrow Platform
Overdensure® Abutment

ODS-NP201, ODS-NP202,
ODS-NP203, ODS-NP204,
ODS-NP205, ODS-NP206

Terrats Medical
S.L.

Calle Mogoda
75-99, Barbera
del Valles,
Barcelona,
08210

SPAIN

Truy lay dau

Universal Multi-Unit
Analog

UMUA-A

Terrats Medical
S.L.

Calle Mogoda
75-99, Barbera
del Valles,
Barcelona,
08210

SPAIN

Tru phuc hinh

Universal Multi-Unit
Angulated Screw

UMUA-ASCT, UMUA-
ASCTS

Terrats Medical
S.L.

Calle Mogoda
75-99, Barbera

SPAIN
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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

Channeltibase

del Valles,
Barcelona,
08210

Tru lay dau

Universal Multi-Unit
Impression Coping

UMUA-CTICL, UMUA-
CTICL4, UMUA-CTICS,
UMUA-CTICS4

Terrats Medical
S.L.

Calle Mogoda
75-99, Barbera
del Valles,
Barcelona,
08210

SPAIN

Cay van tru phuc
hinh

Universal Multi-Unit Driver

UMUA-D

Terrats Medical
S.L.

Calle Mogoda
75-99, Barbera
del Valles,
Barcelona,
08210

SPAIN

Tru liy diu

Universal Multi-Unit
Digital Analog; 0.050"
Screw Hex

UMUA-DA

Terrats Medical
S.L.

Calle Mogoda
75-99, Barbera
del Valles,
Barcelona,
08210

SPAIN

Cay véan tru phuc
hinh

Universal Multi-Unit Driver
For Intraoral Scanbody

UMUA-DSBIO

Terrats Medical
S.L.

Calle Mogoda
75-99, Barbera
del Valles,
Barcelona,
08210

SPAIN

10

Tru lanh thuong

Universal Multi-Unit
Healing Cap; 0.050" Screw
Hex

UMUA-HCS

Terrats Medical
S.L.

Calle Mogoda
75-99, Barbera
del Valles,
Barcelona,
08210

SPAIN

11

Tru phuc hinh

Narrow Platform Universal
Multi-Unit Abutment

UMUA-NP291S, UMUA-
NP2925-17S, UMUA-

Terrats Medical
S.L.

Calle Mogoda
75-99, Barbera

SPAIN
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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

NP292S, UMUA-NP2935-
17S, UMUA-NP2935-30S,
UMUA-NP293S, UMUA-
NP2945-30S, UMUA-
NP294S, UMUA-NP295S

del Valles,
Barcelona,
08210

12

Tru phuc hinh

Universal Multi-Unit
Overdensure Attachment

UMUA-ODS

Terrats Medical
S.L.

Calle Mogoda
75-99, Barbera
del Valles,

Barcelona,
08210

SPAIN

13

Tru liy diu

Universal Multi-Unit
Impression Coping

UMUA-OTIC

Terrats Medical
S.L.

Calle Mogoda
75-99, Barbera
del Valles,
Barcelona,
08210

SPAIN

14

Oc két noi

Universal Multi-Unit
Screw; 0.050" Screw Hex

UMUA-S

Terrats Medical
S.L.

Calle Mogoda
75-99, Barbera
del Valles,
Barcelona,
08210

SPAIN

15

Truy lay dau

Universal Multi-Unit
Desktop Scanbody; 0.050"
Screw Hex

UMUA-SBDT

Terrats Medical
S.L.

Calle Mogoda
75-99, Barbera
del Valles,

Barcelona,
08210

SPAIN

16

Tru liy diu

Universal Multi-Unit
Intraoral Scanbody

UMUA-SBIO

Terrats Medical
S.L.

Calle Mogoda
75-99, Barbera
del Valles,
Barcelona,
08210

SPAIN
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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)
Calle Mogoda
17 | Tru ly ddu Universal Multi-Unit Tibase UMUA-SBTBS Terrats Medical 321_ 9\/9511]::’rbera SPAIN
Scanbody S.L.
Barcelona,
08210
Calle Mogoda
. C . 75-99, Barbera
18 | Truphuc hinn | Universal Multi-Unit UMUA-TCS Terrats Medical | 41 3o e, SPAIN
Temporary Cylinder S.L.
Barcelona,
08210
UMUA-TSV351S, UMUA-
TSV3535-17S, UMUA-
TSV3535-30S, UMUA-
TSV353S, UMUA-
TSV3545-30S, UMUA-
TSV354S, UMUA-
TSV355S, UMUA-
TSV451S, UMUA-
TSV4525-17S, UMUA-
TSV452S, UMUA- Calle Mogoda
Tapered Screw-Vent® TSV4535-17S, UMUA- Terrats Medical 75-99, Barbera
19 | Tru phuc hinh Universal Multi-Unit TSV4535-30S, UMUA- SL del Valles, SPAIN
Abutment TSV453S, UMUA- o Barcelona,
08210

TSV4545-30S, UMUA-
TSV454S, UMUA-
TSV455S, UMUA-
TSV571S, UMUA-
TSV5725-17S, UMUA-
TSV572S, UMUA-
TSV5735-17S, UMUA-
TSV5735-30S, UMUA-
TSV573S, UMUA-
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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)

TSV5745-30S, UMUA-

TSV574S, UMUA-

TSVS575S
Calle Mogoda

. o Terrats Medical | > > Barbera
20 | Tru phuc hinh Universal Multi-Unit Tibase | UMUA-TTL, UMUA-TTS SL del Valles, SPAIN
o Barcelona,

08210
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