SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
_HANOL Poc lap - Tw do - Hanh phiic

THONG TIN

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

S6 cong bd: 260002113/PCBB-HN
Ngay cong bo: 01/07/2026

1. Tén co s& cong bé: CONG TY TNHH STRAUMANN INDOCHINA

2. Dia chi: Phong 2315Register 05, tang 23, Leadvisors Tower, 643 Pham Van
Pong, Phuong Nghia D6, Thanh phd Ha Noi

3. S6 vin ban cua co so: 38/RA-TG-STVN Ngay: 01/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: BO dung cu nha khoa

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 céch dong goi:

Muc dich str dung: Dung cu Anthogyr dugc dung dé hd tro 1én ké hoach va
chuén bi vi tri dat implant, cling nhu dé hd tro thuc hién dat implant hodc bo
phan phuc hinh cta hé thdng implant Anthogyr trong thu thuat cay ghép nha
khoa.

Muyc dich stir dung cu thé:

* Dung cu chuén bi vi tri dat implant: Dung cu chuén bj vj tri implant duogc
dung dé chuan bj vi tri implant trude khi dit implant.

« Dung cu ho tro: Dung cu hd trg dugce ding dé hd tro kiém soat truc quan
hodc din hudng vat 1y trong qua trinh chuan bi vi tri implant hozc dit implant.
* Dung cu truyén luc: Dung cu siét duoc dung dé tao luc hodc truyén luc cho
cac dung cu, implant hoac b phan phuc hinh.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chat lugng san pham ap dung: Tiéu chuan nha san xuat



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

6. Thong tin vé cha so hitu thiét bi y té:

Tén chu s& hiru: Anthogyr

bia chi chu s¢ hitu: 2237 Avenue André Lasquin, 74700 SALLANCHES,
FRANCE

7. Thong tin vé co s& bao hanh (néu co):
Tén co so: Cong ty TNHH Straumann Indochina

Dia chi: Phong 2315Register05, Téng 23, Leadvisors Tower, 643 Pham Van
Dong, Phuong Nghia Do, Thanh pho Ha No1

Dién thoai ¢ dinh: +84 (024) 71099179 Dién thoai di dong:
8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chudn 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 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

tai liéu ky thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Giay ching nhén hop chuén hogc ban tiéu chuan ma chu sé hitu thiét |
bi y té cong bd ap dung

7 G}ay chufng nhan l}ru hanh tu do con hi¢u lyc tai thoi diém ndp ho so X
doi voi thiét bi y t€ nhap khau.

8 | Tai liéu khac (néu co) X




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

STT| Tén thiét biy té Chiing loai M sin phim %X;Zfs'f Tén co'so Diachico'sgsan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu c0)
Miii khoan phau GBAG36S; 2237 Avenue André
1 |thuat dan huéng GUIDED BONE MILL GBAGA42S; Anthogyr Lasquin, 74700 FRANCE
GBAGS50S SALLANCHES
GCBG36L;
: x GCBG36S;
Miii khoan phau ’ 2237 Avenue André
2 | thuat dan huéng GUIDED CORTICAL BUR GCBG42Lf Anthogyr Lasquin, 74700 FRANCE
GCBGA2S; SALLANCHES
GCBGS50L;
GCBGS50S
GFE24L6G36;
GFE24L6G42;
GFE24L6G50;
GFE30L6G36;
Miii khoan phau GUID DRILL GFE30L6G42; 2237 Avenue André
3 | thuat dan hudéng GFE30L6G50; Anthogyr Lasquin, 74700 FRANCE
GFE36L6G42; SALLANCHES
GFE36L6G50;
GFE36L12G42;
GFE36L.14G42;
GFE42L6G50
GFE24L8G36;
GFE24L.8G42;
<. x GFE24L8G50; ,
Mui khoan phau | o yynep pRrypL GFE24L10G36; 2237 Avenue André
4 | thuat dan hudng GFE24L10G42- Anthogyr Lasquin, 74700 FRANCE
. SALLANCHES
GFE24L10G50;
GFE24L12G36;

GFE24L12G42;




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 sé san
xuat

Nudce san
xuat

GFE24L12G50;
GFE24L14G36;
GFE24L14G42;
GFE24L14G50;
GFE30L8G36;

GFE30L8G42;

GFE30L8G50;

GFE30L10G36;
GFE30L10G42;
GFE30L10G50;
GFE30L12G36;
GFE30L12G42;
GFE30L12G50;
GFE30L14G36;
GFE30L14G42;
GFE30L14G50;
GFE36L8G42;

GFE36L8G50;

GFE36L10G42;
GFE36L10G50;
GFE36L12G50;
GFE36L14G50;
GFE42L8G50;

GFE42L10G50;
GFE42L12G50;
GFE42L14G50

Miii khoan phau
thuat dan hudéng

GUID INIT DRILL

GFI20L4G36;
GFI20L4G42;
GFI20L4G50;
GFI20L6G36;
GFI120L6G42;
GFI20L6G50;
GFI120L.8G42;

Anthogyr

2237 Avenue André
Lasquin, 74700
SALLANCHES

FRANCE




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 sé san
xuat

Nudce san
xuat

GFI20L8G50;

GFI20L10G36;
GFI20L10G42;
GFI20L10G50;
GFI20L12G36;
GFI20L12G42;
GFI20L12G50;
GFI20L14G36;
GFI20L14G42;
GFI20L14G50

Miii khoan phau
thuat dan huéng

GUIDED INIT DRILL

GFI20L8G36

Anthogyr

2237 Avenue André
Lasquin, 74700
SALLANCHES

FRANCE

Miii khoan phau
thuat dan hudéng

GUIDED IMPL MDRL BL

GMVG36L;
GMVG36S;
GMVG42L;
GMVG42S;
GMVGS0L;
GMVGS50S

Anthogyr

2237 Avenue André
Lasquin, 74700
SALLANCHES

FRANCE

Miii khoan phau
thuat dan hudéng

GUIDED POINTER
DRILL

GPDG36L;
GPDG36S;
GPDG42L;
GPDG42S;
GPDGS50L;
GPDGS50S

Anthogyr

2237 Avenue André
Lasquin, 74700
SALLANCHES

FRANCE

Mii khoan phau
thuat dan hudéng

GUIDED TAP

GTA34G36L,;
GTA34G36S;
GTA34G42L;
GTA34G42S;
GTA34G50L;
GTA34G50S;

Anthogyr

2237 Avenue André
Lasquin, 74700
SALLANCHES

FRANCE




Ma san pham

Quy cach

Tén co sé

Dia chi co sé san

Nudce san

STT| Tén thiéet biy te Ching loai (Néu co) d(’)?g g(’ii sin xult <ult <ult
(Néu cd)
GTA40G42L,
GTA40G42S;
GTA40G50L;
GTA40G50S;
GTA46G50L;
GTA46G50S
Miii khoan phau GUIDED FIRSTD DRILL OPGDM-20L: 2237 Avenue André
10 | thuat dan hudng M OPGDM.2 OS’ Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
Miii khoan ph?lu FIRSTD GUIDED DRILL 2237 Avenue André
11 |thuat din huéng M OPGDM-20XL Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
Bli’af?‘tlﬁﬁi‘?; KIT GUIDED SURGERY 2237 Avenue André
12 Eu(m : FIRSTD M INMODIGM Anthogyr Lasquin, 74700 FRANCE
g SALLANCHES
OPFE24L;
OPFE24S;
OPFE30L;
OPFE30S;
OPFE36L;
OPFE36S;
Miii khoan phiu OPFE42L; 2237 Avenue André
13 | thuat nha kllfoa STEP DRILL OPFE42S; Anthogyr Lasquin, 74700 FRANCE
OPFE48L; SALLANCHES
OPFE48S;
OPFE54S;
OPFE60S;
PXFE32S;
PXFE38S;

PXFE44S;




Ma san pham

Quy cach

Tén co sé

Dia chi co sé san

Nudce san

STT| Tén thiét biy té Chung loai (Néu c6) ((ilgglgl f((’)))l san xut <uht <uht
PXFES50S
Mili khoan phau 2237 Avenue André
14 | thuat nha khoa ROUND BUR INFB20 Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
Miii khoan phau ‘ 2237 Avenue André
15 | thuat nha khoa TWIST DRILL g:gg;g};g’ Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
Miii khoan phau 2237 Avenue André
16 | thuat nha khoa TWIST DRILL AXIOM OPFE26250 Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
Miii khoan phau 2237 Avenue André
17 | thuat nha khoa LONG DRILL OPFI15L Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
Mili khoan phau 2237 Avenue André
18 [thuat nha khoa SHORT DRILL OPFI15S Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
Mili khoan phau 2237 Avenue André
19 | thuat nha khoa PILOT DRILL OPFI20250 Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
Mili khoan phau _ 2237 Avenue André
20 | thuat nha khoa INITIAL DRILL gggggé’ Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
Miii khoan phau PIN DRILL 2237 Avenue André
21 | thuat nha khoa OPFPD20 Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
Miii khoan phau . . . 2237 Avenue André
22 | thuat nha khoa Guided centering drill M OPGPDM Anthogyr Lasquin, 74700 FRANCE

SALLANCHES




Ma san pham

Quy cach

Tén co sé

Dia chi co sé san

Nudce san

STT| Tén thiét biy té Chung loai (Néu c6) ((ilgglgl f((’)))l san xut <uht <uht
Miii khoan phau 2237 Avenue André
23 | thuat nha khoa LINDEMANN REAMER OPR20 Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
Mili khoan phau FREE GUIDED POINTER OPGPDMS: 2237 Avenue André
24 | thuat nha khoa DRILL OP GPDMX’L Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
Mili khoan phau . 2237 Avenue André
25 | thuét nha khoa POINTER DRILL giﬁgg’l 50 Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
Mili khoan phau | AXIOM BL OPFF45; 2237 Avenue André
26 | thuat nha khoa COUNTERSINK OPFF53; Anthogyr Lasquin, 74700 FRANCE
OPFF66 SALLANCHES
Miii khoan phau AXIOM TL N TOPFF24N,; 2237 Avenue André
27 | thuat nha khoa COUNTERSINK TOPFF30N; Anthogyr Lasquin, 74700 FRANCE
TOPFF36N SALLANCHES
Mili khoan phau AXIOM TL R igggiggg’ 2237 Avenue André
28 | thuat nha khoa COUNTERSINK TOPFF3 6R? Anthogyr Lasquin, 74700 FRANCE
TOPFF 42R, SALLANCHES
i INB2004; .
Dung cu gidi han ’ 2237 Avenue André
29 | mtc khoan MINTIMP STOP DRILL {Eg;gig’ Anthogyr Lasquin, 74700 FRANCE
’ SALLANCHES
INB2014
OPB3006C;
OPB3008C;
Dung cu gidi han OPB3010C; 2237 Avenue André
30 | muc khoan SHORT STOP DRILL OPB3606C; Anthogyr Lasquin, 74700 FRANCE
OPB3608C; SALLANCHES

OPB3610C;




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 sé san
xuat

Nudce san
xuat

OPB4206C;
OPB4208C;
OPB4210C;
OPB4806C;
OPB4808C;
OPB4810C;
OPB5406C;
OPB5408C;
OPB5410C;
OPB6006C;
OPB6008C;
OPB6010C

31

Dung cu gidi han
murc khoan

LONG STOP DRILL

OPB3006L;
OPB3008L;
OPB3010L;
OPB3012L;
OPB3014L;
OPB3016L;
OPB3018L;
OPB3606L;
OPB3608L;
OPB3610L;
OPB3612L;
OPB3614L;
OPB3616L;
OPB3618L;
OPB4206L;
OPB4208L;
OPB4210L;
OPB4212L;
OPB4214L;
OPB4806L;
OPB4808L;

Anthogyr

2237 Avenue André
Lasquin, 74700
SALLANCHES

FRANCE




Ma san pham

Quy cach

Tén co sé

Dia chi co sé san

Nudce san

STT| Tén thiét biy té Chung loai (Néu c6) dorilg goi san xut <uht <uht
(Néu co0)
OPB4810L;
OPB4812L;
OPB4814L
B0 gi6i han mirc | Axiom REG/PX drill stop 2237 Avenue André
32 | khoan kit INKITOPDS Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
B0 gidi han muc AXIOM ML DRILL STOP 2237 Avenue André
33 [khoan KIT INKITOPDSL Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
B9 gidi han muc 2237 Avenue André
34 |khoan CPLM SURGERY KIT INMODCP Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
B0 gioi han mac | MINI IMP STOP DRILL 2237 Avenue André
35 | khoan KIT KITINB Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
x MODGS36;
B dung cu phau . 2237 Avenue André
36 | thuat INTEGRAL SURG KIT MODGS%%Z’ Anthogyr Lasquin, 74700 FRANCE
MODGS42; SALLANCHES
MODGSS50
B0 dung cu phiu | AXIOM 2.8 SURGERY 2237 Avenue André
37 |thuat MODUL INMODOP28 Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
Bo6 dung cu phau | AXIOM MULTI LEVEL 2237 Avenue André
38 | thuat PROSTH KIT INMODOPP3 Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
B0 dung cu phau | AXIOM MULTI LEVEL 2237 Avenue André
39 | thuat SURGERY KIT INMODOPS3 Anthogyr Lasquin, 74700 FRANCE

SALLANCHES




Ma san pham

Quy cach

Tén co sé

Dia chi co sé san

Nudce san

STT| Tén thiét biy té Chung loai (Néu c6) dorilg goi san xut <uht <uht
(Néu ¢0)
B6 dung cu ph?lu AXIOM ML SURGERY 2237 Avenue André
40 | thuat KIT INMODOPS3L Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
OPTA28250;
Dung cu tao ren OPTA34L,; 2237 Avenue André
41 |xuong phau thuat AXIOM TAP OPTAA40L; Anthogyr Lasquin, 74700 FRANCE
OPTAA46L; SALLANCHES
OPTAS2L
Dung cu tao ren PX TAP gi?ﬁigi’ 2237 Avenue André
42 | xuong phau thuat ’ Anthogyr Lasquin, 74700 FRANCE
PXTA46L; SALLANCHES
PXTAS52L
GTIMG42L;
Dung cu van dung ’ 2237 Avenue André
43 | trong nha khoa GUIDED IMPL MDRL TL | GTIMG42S; Anthogyr Lasquin, 74700 FRANCE
GTIMGS0L; SALLANCHES
GTIMGS50S
Dung cu van dung 2237 Avenue André
44 | trong nha khoa MANDREL AXIOM OPMV028 Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
Dung cu van dung [ IMPLANT SHORT 2237 Avenue André
45 | trong nha khoa MANDREL OPMV180 Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
Dung cu van dung | IMPLANT MEDIUM 2237 Avenue André
46 |trong nha khoa MANDREL OPMV215 Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
Dung cu van dung | IMPLANT LONG 2237 Avenue André
47 | trong nha khoa MANDREL OPMV250 Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
48 |Dung cuvan dung | IMPLANT MANDREL TL | TIM100L Anthogyr 2237 Avenue André FRANCE




Ma san pham

Quy cach

Tén co sé

Dia chi co sé san

Nudce san

STT| Tén thiét biy té Chung loai (Néu c6) dorilg goi san xut <uht <uht
(Néu cd)
trong nha khoa LONG Lasquin, 74700
SALLANCHES
Dung cu van dung | IMPLANT MANDREL TL 2237 Avenue André
49 | trong nha khoa SHORT TIM100S Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
OPGS20;
OPGS20-4;
OPGS20-10;
OPGS36;
5 x OPGS36-4;
Ong dan hudng . 2237 Avenue André
50 | khoan GUIDE SLEEVE OPGS36-10; Anthogyr Lasquin, 74700 FRANCE
OPGS42, SALLANCHES
OPGS42-4;
OPGS42-10;
OPGS50;
OPGS50-4;
OPGS50-10
Vong dinh vi phau ) 2237 Avenue André
51 [thuat nha khoa RING 85%;0’ Anthogyr Lasquin, 74700 FRANCE
SALLANCHES
Dung cu dinh .
T ) 2237 Avenue André
52 Egmfi dung trong | PIN SLEEVE 8?5?258'2’ Anthogyr Lasquin, 74700 FRANCE
axhoa ) SALLANCHES
GTP34G36S;
Lo, GTP34G42S; .
Dung cu catl nudu | 51 TISSUE PUNCH | GTP34G50S; 2237 Avenue Andre
53 | c6 hudng dan ’ Anthogyr Lasquin, 74700 FRANCE
GTP40GA2S; SALLANCHES
GTP40G50S;

GTP46G50S




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)

2 , 2237 Avenue André

54 |Dungcucitnuou | GINGIVAL CUTTER INDGO35 Anthogyr Lasquin, 74700 FRANCE
SALLANCHES

L: g 2237 Avenue André

55 [Pungcunoidai | MANDREL EXTENSION | \p s Anthogyr Lasquin, 74700 FRANCE

SALLANCHES




