SO'Y TE KHANH HOA 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: 260000008/PCBB-KH
Ngay cong bo: 29/04/2026

1. Tén co s cong bd: CONG TY TNHH GOLD HEALTH CARE
2. Pia chi: Thon Hiru Pirc, Xa Phudc Hiru, Tinh Khanh Hoa

3. S6 vin ban cua co so: 01/CBB/GHC Ngay: 29/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Bo 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:

Muyc dich str dung: Cac tru phuc hinh nha khoa dugc chi dinh sir dung cung
v61 implant nha khoa dé 1am cau triic nang d& cho phuc hinh don 1€ hodc phuc
hinh nhiéu don vi & bénh nhan mat rang mgt phan hoac toan phan.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan nha san xuét

5. Ddi 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 so hitu: AVINENT IMPLANT SYSTEM, S.L.U.

bia chi chu s¢ hitu: Carretera de Navarcles, 107 Poligono Industrial Santa
Anna I, 08251 Santpedor (Barcelona), SPAIN

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

8. SO cong bo du diéu ki¢n san xuat doi voi thiet b1 y t€ san xuat trong nudc:



. Thanh phén hd so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B.

2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485

3 | Gidy uy quyén cta chi s¢ hiru thiét bi y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu mo ta tom tat k§ thuat thiét bi y te bang tiéng Viét, kém theo
tai liéu k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy ching nhén hop chuéan hodc ban tiéu chuan ma chu so hiru thiét
biy t€ cong bo ap dung

7 Giéy chuing nhan luu hanh tur do con hiéu lyc tai thoi di€ém ndp ho so
doi véi thiet bi y t€ nhap khau.

8 | Tai liéu khac (néu c6)




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

~ . Z Quy cach " . . . .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn co 0 D;aochl co S0 Nuée san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
Carretera de
’ AVINENT I;slvl;g‘ﬁgs 107
1 Chot neo Anchor Pin 3034; IMPLANT Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251
T Santpedor
(Barcelona)
Carretera de
_ i [Nl 107
) Ong boc chot neo | Anchor Pin Sleeve 3033; IMPLANT Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251
T Santpedor
(Barcelona)
Carretera de
Navarcles, 107
S AVINENT CC 3.5 & CC.I ANy |Potigono
3 ! 3.5 Scanbody 4391; 3080; Industrial Santa | SPAIN
SYSTEM
SLU ’ Anna I, 08251
T Santpedor
(Barcelona)
Carretera de
Navarcles, 107
Tru quét AVINENT CC4.1 & CC.I ﬁ;§£§¥ Poligono
4 4 qu 4.1 Scanbody 4392; 3081; Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251

Santpedor
(Barcelona)




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) dorilg goi san xut san xult Nudc san xuat
(Néu cd)
Carretera de
Navarcles, 107
Tru quét AVINENT IC 3.5/4.1 ﬁ\){%}jﬁﬁ% Poligono
5 Hqu Scanbody 2801; Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251
R Santpedor
(Barcelona)
Carretera de
Navarcles, 107
Tru quét AVINENT PEARL ﬁ£§§¥ Poligono
6 4 Scanbody 5344; Industrial Santa | SPAIN
SYSTEM,
SLU Anna 1, 08251
T Santpedor
(Barcelona)
Carretera de
Navarcles, 107
Tru quét AVINENT Transepithelial ﬁ\){ff{i{igi Poligono
7 ! 4.8 Scanbody 5317; 2800; Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251
T Santpedor
(Barcelona)
Carretera de
L o Impr. Coping Open Tra AVINENT Iljc?l\i]af)(ﬁgs, a
Vit 14y du pr. L-oping p Y |3475; 3476; 0480; 0479; IMPLANT gon
8 Screw Industrial Santa | SPAIN
5769; SYSTEM,
Anna I, 08251
S.L.U.
Santpedor
(Barcelona)
Av dA : : AVINENT Carretera de
. g(l)lrlllg lay dau khay ITTf;eSSIOn Coping Closed | 029: 3031: 3030; 3032; IMPLANT Navarcles, 107 | span
0477; 5808; 0318; SYSTEM, S.L. |Poligono




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)
Industrial Santa
U Annal, 08251
) Santpedor
(Barcelona)
Carretera de
Navarcles, 107
Chup lay du khay | Impression Coping Open 3459; 3461; 3460; 3462, ﬁ\}?ﬁiﬁ? Poligono
10 | mé Tray 5958; 5959; 0475; 0874; SYSTEM Industrial Santa | SPAIN
5767, 0316; 0315; ’ Anna I, 08251
S.L.U.
Santpedor
(Barcelona)
Carretera de
Navarcles, 107
Vit b dinh Gold Screw EC 3.5 & IC ANy |Potigono
11 : 3.5/4.1 0116; Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251
T Santpedor
(Barcelona)
Carretera de
Navarcles, 107
Tru lanh thuon PEEK Anatomic Healing 3453; 3454, 3455; 3456; ﬁ;§£§¥ Poligono
12 : & Abutment 3457; 3458; 5940; 5941, SYSTEM Industrial Santa | SPAIN
3373; 3481; ’ Anna I, 08251
S.L.U.
Santpedor
(Barcelona)
Carretera de
AVINENT Navarcles, 107
. AVINENT CC 3.5 CoCr Poligono
(3 [Trephuchinh p 0 illed Abut. 4652; Isl\gl%‘g‘gf Industrial Santa | SPAIN
SL.U. Annal, 08251

Santpedor




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)
(Barcelona)
Carretera de
Navarcles, 107
Tru ohuc hinh AVINENT CC 3.5 Ti Pre- ﬁ}/££§¥ Poligono
14 4 pit milled Abutment 4648; Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251
T Santpedor
(Barcelona)
Carretera de
Navarcles, 107
trohue i |AVINENT CC 4.1 CoCr ﬁ\gﬁﬁ Poligono
15 4 pit Pre-milled Abut. 4654; Industrial Santa | SPAIN
SYSTEM
SLU ’ Anna I, 08251
T Santpedor
(Barcelona)
Carretera de
Navarcles, 107
Tru phuc hinh AVINENT CC 4.1 Ti Pre- ﬁ;§£§¥ Poligono
16 4 pit milled Abutment 4650; Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251
T Santpedor
(Barcelona)
Carretera de
Navarcles, 107
Tru ohuc hinh AVINENT CC.I 3.5 CoCr ﬁ}/££§¥ Poligono
17 4 pit Pre-milled Abut. 5948; Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251
T Santpedor
(Barcelona)
18 Tru phuc hinh AVINENT CC.I 3.5 Ti Pre- 5946; AVINENT Carretera de SPAIN




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
Navarcles, 107
Poligono
milled Abut. IMPLANT Industrial Santa
SYSTEM,
SLU Annal, 08251
T Santpedor
(Barcelona)
Carretera de
Navarcles, 107
Tru phuc hinh AVINENT CC.I4.1 CoCr ﬁ\){%}jﬁﬁ% Poligono
19 4 pit Pre-milled Abut. 5949; Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251
T Santpedor
(Barcelona)
Carretera de
Navarcles, 107
Tru phuc hinh AVINENT CC.I 4.1 Ti Pre- ﬁ£§§¥ Poligono
20 4 pit milled Abut. 5947, Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251
T Santpedor
(Barcelona)
Carretera de
Navarcles, 107
o omae i | AVINENT IC 3.5/4.1 CoCr ﬁ\gﬁﬁ Poligono
21 4 pit Pre-milled Abut. 4621; Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251
T Santpedor
(Barcelona)
AVINENT IC 3.5/4.1 Ti AVINENT Carretera de
; Hla Navarcles, 107
2 Try phuc hinh Pre-milled Abutment 4619; Isl\él;]{,gll\\f Poligono SPAIN

S.L.U.

Industrial Santa




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
Anna I, 08251
Santpedor
(Barcelona)
Carretera de
Navarcles, 107
Tru ohuc hinh AVINENT PEARL CoCr ﬁ;§£§¥ Poligono
23 4 pit Pre-mill. Abut. 5350; Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251
R Santpedor
(Barcelona)
Carretera de
Navarcles, 107
Tru ohuc hinh AVINENT PEARL Ti Pre- ﬁ}/££§¥ Poligono
24 4 Pt milled Abut. 5347, Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251
T Santpedor
(Barcelona)
Carretera de
Navarcles, 107
Tru phuc hinh AVINENT Transepithelial ﬁ\){?ﬂiﬁ? Poligono
25 4 pit 4.8 CoCr Pre-milled Abut. [5319; Industrial Santa | SPAIN
SYSTEM
SLU ’ Anna I, 08251
T Santpedor
(Barcelona)
Carretera de
Navarcles, 107
Tru ohuc hinh AVINENT Transepithelial ﬁ;§£§¥ Poligono
26 4 pit 4.8 Ti Pre-milled Abutment |5318; Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251

Santpedor
(Barcelona)




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) dorilg goi san xut san xult Nudc san xuat
(Néu cd)
Carretera de
AVINENT I;;‘fgf)‘ﬁgs 107
27 Tru phuc hinh Gold Castable Abutment 0606; 0654; IMPLANT Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251
T Santpedor
(Barcelona)
Carretera de
Navarcles, 107
Tru phuc hinh tam | PEEK Temporary 3013; 3014; 5974; 5975; ﬁ£§§¥ Poligono
28 | thoi Abutment 0832; 0833; 5761; 0835; Industrial Santa | SPAIN
SYSTEM,
0834, Anna I, 08251
S.L.U.
Santpedor
(Barcelona)
Carretera de
Navarcles, 107
AVINENT . ’
. 3338; 3340; 3339; 3341, Poligono
29 |Traphuchinh | CoCr Castable Abutment | 50765975 5977. 5979. Isl\glé‘y Industrial Santa | SPAIN
3348; 3349; 5763; ’ Anna I, 08251
S.L.U.
Santpedor
(Barcelona)
Carretera de
Navarcles, 107
Tru phuc hinh AVINENT CC.I13.5Ti ﬁ\){%}jﬁﬁ% Poligono
30 4 pit Base 6061; 6063; Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251
T Santpedor
(Barcelona)
‘ AVINENT CC.I14.1 Ti AVINENT Carretera de
31 | Tru phuc hinh Base 6062; 6064; IMPLANT = | Navarcles, 107 | SpAIN
SYSTEM, S.L. | Poligono




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
Industrial Santa
U Annal, 08251
) Santpedor
(Barcelona)
Carretera de
i [Nl 107
37 Tru phuc hinh Castable Abutment IC 0591; 0589 IMPLANT Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251
T Santpedor
(Barcelona)
Carretera de
AVINENT Na\(arcles, 107
Tru phuc hinh Castable Abutment IMPLANT Poligono
33 4 pit Transepithelial 4.8 0308; 0307; Industrial Santa | SPAIN
SYSTEM
SLU ’ Anna I, 08251
T Santpedor
(Barcelona)
Carretera de
Nép chup phuc AVINENT I;ggggﬂgs’ 7
34 |hinh . RHEIN83 Processing Pack 3317; IMPLANT Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251
T Santpedor
(Barcelona)
Carretera de
AVINENT Navarcles, 107
Chuyp lay dau RHEINS3 Impr. Copin IMPLANT Poligono
35 Py P ping 3318; SYSTEM, Industrial Santa | SPAIN
SL.U. Annal, 08251

Santpedor




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) (Néu c6) san xuat san xuat
(Barcelona)
Carretera de
Navarcles, 107
Chup luu eiit RHEINS3 Purple ﬁ}/££§¥ Poligono
36 4P & Replacement 3322; Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251
R Santpedor
(Barcelona)
Carretera de
Navarcles, 107
Chup luu sitt RHEINS3 Transparent ﬁ\){?ﬂiﬁ? Poligono
37 |[FTUP LS Repl. 3323; Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251
T Santpedor
(Barcelona)
Carretera de
Navarcles, 107
Chup luu wit RHEINS83 Pink ﬁ;§£§¥ Poligono
38 P & Replacement 3324; Industrial Santa | SPAIN
SYSTEM,
SLU Anna [, 08251
T Santpedor
(Barcelona)
Carretera de
Navarcles, 107
Chup luu eiit RHEINS3 Yellow ﬁ}/££§¥ Poligono
39 4P & Replacement 3325; Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251
R Santpedor
(Barcelona)
40 Dung cu thdo lap | RHEINS3 Insert Tool Dual 4209 AVINENT Carretera de SPAIN




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
Navarcles, 107
Poligono
chup Sided IMPLANT Industrial Santa
SYSTEM,
SLU Annal, 08251
T Santpedor
(Barcelona)
Carretera de
Navarcles, 107
Niép chup phuc RHEINS3 Process. Cap ﬁ\){%}jﬁﬁ? Poligono
41 | hinh Smart Box 4210; Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251
T Santpedor
(Barcelona)
Carretera de
Navarcles, 107
Vé chup Smart RHEINS83 Smart Box ﬁ£§§¥ Poligono
42 |Box Housing Black Repl. 4211; Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251
R Santpedor
(Barcelona)
Carretera de
Navarcles, 107
Chup luu siit RHEINS3 Black ﬁ\){ff{i{igi Poligono
43 4P & Replacement Smart Box 4212; Industrial Santa | SPAIN
SYSTEM,
SLU Anna I, 08251
T Santpedor
(Barcelona)
AVINENT Carretera de
Chup luu giit RHEINS3 Black IMPLANT Navarcles, 107
44 Replacement 4695 SYSTEM., Poligono SPAIN

S.L.U.

Industrial Santa




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

Anna I, 08251
Santpedor
(Barcelona)




