SO'Y TE HA NOI 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: 260001551/PCBB-HN
Ngay cong bo: 20/05/2026

1. Tén co s& cong bé: CONG TY TNHH PAU TU CONG NGHE Y TE
VTECH ) N )
2. bia chi: s6 6 ngd 188 duong Nguyén Lan, Phuong Phuong Liét, Thanh pho
Ha Noi

3. S6 vin ban cua co so: 02/CBB/VTECH/2026 Ngay: 20/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Phoi st (ring gia dang phoi bang sir) dung trong 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 cach dong goi:

Muc dich str dung: Dung dé san xuit cac loai phuc hinh rang si.
Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuin nha san xuét
5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s¢ hitu: B&D DENTAL CORPORATION

bia chi chu s hiru: 2371 S.Presidents Dr, Ste E West Valley City, UT 84120 ,
UNITED STATES

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

8. S0 cong bo du dieu kién san xuat doi vai thi€t bi y t€ sdn 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 ty do con hiéu lyc tai thoi diém ndp ho so

dbi voi thiét bi y té nhap khau.




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

< = Z Quy cach R . . v .
STT| Tén thiét biy té Chiing loai Ddasinp?anl dong goi TgnCUEG InafhlchO’ Nuéc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)
Phoi sir (rang gid 30101100; 30101101, 2371
dang phoi bang str) S 30101102; 30101103; B&D DENTAL | S.Presidents Dr,
I |ding trongnha | Ongin Live 30101104; 30101105; CORPORATIO | Ste E West g?ﬁ%g
khoa 30101106; 30101107; N Valley City, UT
30101108; 30101109 84120
30100899; 30100900;
30100901; 30100902,
30100903; 30100904
30100905; 30100906;
30100907; 30100908;
30100909; 30100910;
30100911; 30100912;
30100913; 30100914,
30100915; 30100916;
v miowis 2
dang phdi bang str) | Origin Beyond Plus Mono 3 0100921? 30100922f B&D DENTAL | Presidents Dr, UNITED
2 | dung trong nha Pre-shaded 30100923f 3010092 4f CORPORATIO | Ste E West STATES
khoa . . N Valley City, UT

30100925; 30100926;
30100927; 30100928;
30100929; 30100930;
30100931; 30100932;
30101000; 30101001,
30101002; 30101003;
30101004; 30101005;
30101006; 30101007;
30101008; 30101009;
30101010; 30101011;
30101012;30101013;

84120




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

30101014; 30101015;
30101096; 30101032;
30101033; 30101034,
30101035;30101036;
30101037; 30101038;
30101039; 30101040;
30101041; 30101042;
30101043; 30101044;
30101045; 30101046;
30101047; 30101097,
30101064; 30101065;
30101066; 30101067,
30101068; 30101069;
30101070; 30101071,
30101072; 30101073;
30101074; 30101075;
30101076; 30101077,
30101078; 30101079;
30101098; 30101080;
30101081; 30101082;
30101083; 30101084,
30101085; 30101086;
30101087; 30101088;
30101089; 30101090;
30101091; 30101092;
30101093; 30101094,
30101095; 30101099;
30100700; 30100701,
30100706; 30100716

Phoi st (rang gia
dang phoi bang str)
dung trong nha
khoa

Origin Beyond Plus

30111600; 30111601;
30111602; 30111603;
30111604; 30111605;
30111606; 30111608;

B&D DENTAL
CORPORATIO
N

2371 S.
Presidents Dr,
Ste E West
Valley City, UT

UNITED
STATES




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

30111609; 30111610

84120

Phoi st (rang gia
dang phoi bang sir)
dung trong nha
khoa

Origin Beyond Plus Multi

30130000; 30130001,
30130002; 30130003;
30130100; 30130101,
30130102; 30130103;
30130200; 30130201,
30130202; 30130203;
30130300; 30130301,
30130302; 30130303;
30130400; 30130401,
30130402; 30130403;
30130500; 30130501,
30130502; 30130503;
30130600; 30130601,
30130602; 30130603;
30112150; 30112151,
30112152;30112153;
30112154;30112155;
30112156; 30112157,
30112158;30112159
30112160; 30112161
30112162; 30112163
30112164; 30112165
30112166; 30112200
30112201; 30112202
30112203; 30112204
30112205; 30112206
30112207; 30112208
30112209; 30112210
30112211; 30112212;
30112213;30112214;
30112215;30112199;

B&D DENTAL
CORPORATIO
N

2371
S.Presidents Dr,
Ste E West
Valley City, UT
84120

UNITED
STATES




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

30112232; 30112233
30112234;30112235;
30112236; 30112237,
30112238 30112239;
30112240; 30112241,
30112242;30112243;
30112244 30112245,
30112246 30112247,
30112248; 30112266;
30112267; 30112268;
30112269; 30112270;
30112271; 30112272,
30112273; 30112274,
30112275;30112276;
30112277;30112278;
30112279; 30112280;
30112281; 30112282;
30112290; 30112291,
30112292;30112293;
30112294; 30112295;
30112296; 30112297,
30112298; 30112299;
30112300; 30112301,
30112302; 30112303;
30112304; 30112305;
30112306; 30112307;
30112308; 301123009;
30112310; 30112311,
30112312;30112313;
30112314; 30112315;
30112316; 30112317,
30112318;30112319;
30112320; 30112321,




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

30112322; 30112323

Phoi su(rang gia
dang phdi bang
su)dung trong nha
khoa

Origin Beyond Plus Hybrid

30114034; 30114035;
30114036; 30114037,
30114038; 30114039;
30114040; 30114041,
30114042; 30114043;
30114044; 30114045;
30114046; 30114047,
30114048; 30114049;
30114068; 30114069;
30114070; 30114071;
30114072;30114073;
30114074; 30114075;
30114076; 30114077,
30114078; 30114079;
30114080; 30114081,
30114082; 30114083;
30114102; 30114103;
30114104; 30114105;
30114106; 30114107,
30114108;301141009;
30114110; 30114111,
30114112;30114113;
30114114; 30114115;
30114116; 30114117,
30114195; 30114196;
30114197

B&D DENTAL
CORPORATIO
N

2371
S.Presidents Dr,
Ste E West
Valley City, UT
84120

UNITED
STATES

Phoi str (rang gia
dang phoi bang sir)
dung trong nha
khoa

Origin Apex

30120000; 30120001;
30120002; 30120003;
30120004; 30120005;
30120006; 30120007;
30120008; 30120009;

B&D DENTAL
CORPORATIO
N

2371
S.Presidents Dr,
Ste E West
Valley City, UT
84120

UNITED
STATES




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

30120010; 30120011;
30120012; 30120013;
30120014; 30120015;
30120016; 30120100;
30120101; 30120102;
30120103 30120104;
30120105; 30120106;
30120107; 30120108;
30120109; 30120110;
30120111; 30120112;
30120113;30120114;
30120115; 30120116;
30120200; 30120201;
30120202; 30120203;
30120204; 30120205;
30120206; 30120207,
30120208; 30120209;
30120210; 30120211,
30120212; 30120213;
30120214; 30120215;
30120216; 30120300;
30120301; 30120302;
30120303; 30120304,
30120305; 30120306;
30120307; 30120308;
30120309; 30120310;
30120311; 30120312;
30120313;30120314;
30120315; 30120316

Phoi st (rang gia
dang phoi bang str)
dung trong nha
khoa

Origin Beyond

30101400; 30101401;
30101402; 30101403;
30101404; 30101405

B&D DENTAL
CORPORATIO
N

2371
S.Presidents Dr,
Ste E West
Valley City, UT

UNITED
STATES




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

84120




