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THONG TIN

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

S6 cong bd: 260000524/PCBB-HCM
Ngay cong bo: 02/03/2026

1. Tén co s cong bd: CONG TY TNHH NHA KHOA THAI BINH DUONG
2. Pia chi: 13D Phan Chu Trinh , Phuong Gia Dinh, Thanh phd HO Chi Minh
3. S6 vin ban cua co so: 01.26/TBD-PD/NKB Ngay: 25/02/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Thiét bi diéu tri ndi nha 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:

Muyc dich str dung: Str dung dé diéu trj ndi nha trong nha khoa

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: 1SO13485:2016

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 httu: Shenzhen Perfect Medical Instruments Co., Ltd

bia chi chu sé hiru: Room 102, Building 3, No. 2, Weiqun Road, 4th
Community, Henggang Street, Longgang District, Shenzhen, 518115
Guangdong, CHINA

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

Tén co s¢: Cong ty TNHH Nha Khoa Thai Binh Duong

Dia chi: 13D Phan Chu Trinh, Phuong Gia Dinh, Thanh phd Ho Chi Minh



Dién thoai cd dinh: 84-8-39112170 Pién thoai di dong:
8. S6 cong bo du diéu kién san xuat doi véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty quyén cta chi so hitu thiét bi y té X
4 Giéy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k thuat thiét bi y té bang tiéng Viét, kém theo |

tai liéu k¥ thudt mo ta chirc ning, thong s6 ki thuat cua thiét bj y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chimg nhan hop chuan hoic ban tiéu chuan ma cha so hitu thiét |
bi y té cong bo ap dung

7 | Gidy chtrng nhén luu hanh ty do con hiéu lyc tai thoi diém nop ho so |«
d6i véi thiét bi y té nhap khau.




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

STT

Tén thiét bi y té

Chung loai

M3 san phim
(Neéu co)

Quy cach
dong goi
(Néu cé)

Tén co sé
san xuat

Dia chi co so
san xuat

Nuwde san xuat

H: 008 03,010 03,015 02,
020 02, 025 02, 030 02, 035

Room 102,
Building 3, No.
2, Weiqun Road,

P 02, 040 02; 4th Community,
Tram di€u tri tay i Shenzhen
rang dung trong Dental file (Micro Shaper) K: 008 03, 010 03, 015 02, Perfect Medical Henggang
1 nha khoa 020 02, 025 02, 030 02, 035 Instruments Street, CHINA
02, 040 02,010 04, 015 04, Co.. Ltd Longgang
010 06; ° District,
F: 015 05, 020 05, 025 05, Shenzhen,
030 05. 518115
Guangdong
Room 102,
Building 3, No.
20#(21mm, 25mm, 28mm), 2, Weiqun Road,
Tram didu trj tiy 25#(21mm, 25mm, 28mm), Shenzhen 4th Community,
rang dung trong Barbed Broaches 30#(21mm, 25mm, 28mm), Perfect Medical Henggang
2 35#(21mm, 25mm, 28mm), Street, CHINA
nha khoa Instruments
40#(21mm, 25mm, 28mm), Co.. Ltd Longgang
50#(21mm, 25mm, 28mm), ? District,
60#(21mm, 25mm, 28mm) Shenzhen,
518115
Guangdong
K Files, H Files, Reamers: Room 102,
Tram didutiy | oo (h6, 45, P10, 415, 120125, Shenzhen [ Building 3, No.
3 rang dung trong instrument , #35, , #45, #30), Perfect Medical | 2> Weiqun oad, CHINA
nha khoa #55, #60, #70, #80) (21mm, Instruments 4th Community,
25mm, 28mm, 31mm); Co., Ltd Henggang
Spreaders, Pluggers: (#15, Street,




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

#20, #25, #30, #35, #40)
(21mm, 25mm, 28mm,
31mm);

Retreat One: (#25/.06,
#30/.04) (23mm, 25mm);
U Files: (#15, #20, #25,
#30, #35, #40) (33mm);
Gates Drills, Peeso
Reamers: (#1, #2, #3, #4,
#5, #6) (28mm, 32m);

C Files: (#06, #08, #10,
#15, #20) (18mm, 21mm,
25mm);

MTF: (SX, S1, S2, F1, F2,
F3 ,F4, F5.) (19mm, 21mm,
25mm, 3 1mm);

MG3 Gold: (SV, PX, SI,
G2X, G2) (21mm, 25mm,
31mm);

MG3 Blue: (SV, PX, G1,
G2X, G2) (21mm, 25mm,
31mm);

TG6, TH6: (VO, VI, V2,
T1, T2, T3,T4,T5) (19mm,
21mm, 25mm, 31mm);
MT PLUS: (X1, X2, X3,
X4, X5) (21mm, 25mm,
31mm);

S-BLUE, S-BLACK: (BO,
B1, B2, B3) (21mm, 25mm,
31mm);

V BLUE: (#10, #15, #20,
#25, #30, #35, #40, #45,

Longgang
District,
Shenzhen,
518115
Guangdong




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

#50, #55, #60, #70, #80,)
(21mm, 25mm, 31mm);
MONO: (#25) (21mm,
25mm, 31mm);

MONO 2: (M1, M2)
(21mm, 25mm, 31mm);
MT: (#10, #15, #20, #25,
#30, #35, #40, #45, #50,
#60) (21mm, 25mm,
31mm);

ET: (#13, #16, #19) (21mm,

25mm, 3 1mm);

EX, DH, ENDOSTEP:
(#15, #20, #25, #30, #35,
#40) (21mm, 25mm,
31mm);

RT: (#D1, #D2, #D3)
(16mm,18mm, 22mm);
TF3: (#1020, #T025,
#T040) (21mm, 25mm,
31mm);

TF4: (#T20, #T25, #T35,
#T45) (21mm, 25mm,
31mm);

RC: (#R25, #R40, #R50)
(21mm, 25mm, 31mm);
K-FLEX: (#15, #20, #25,
#30, #35, #40,) (21mm,
25mm, 28mm, 31mm);
DK: (#15, #20, #25, #30,
#35, #40,) (16mm, 21mm,
25mm, 31mm);

Retreaty kit (#Bull,




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

#SkinnY, #ShapY1,
#ShapY2, #ShapY3)
(21mm, 25mm, 31mm);
T-PRO: (ST, PG, E1, E2,
E3,E4) (16mm, 21mm,
25mm, 31mm);

HW: (#15, #20, #25, #30,
#35, #40, #45, #60) (21mm,
25mm,31 mm);

KEEN: (#25/.02, #25/.04,
#25/.06, #25/.08, #25/.10,
#25/.12) (21mm, 25mm,
31mm);

HD-P: (#35-#70, #40-##80,
#50-#100, #60-#120);
T-FLEX: (10/20#, 04/15#,
04/20#, 04/25#, 06/25%#)
(17mm, 21mm, 25mm,
31mm);

D Files
Specifications:08#10#, 12#,
15#, 20#;

Operation length(Unit mm):
21, 25,28, 31

Tram diéu tri tiy
rang dung trong
nha khoa

Paste Carrier

25#(21mm, 25mm, 29mm);
30#(21mm, 25mm, 29mm);
35#(21 mm, 25mm, 29mm);
40#(25mm, 29mm)

Shenzhen
Perfect Medical
Instruments
Co., Ltd

Room 102,
Building 3, No.
2, Weiqun Road,
4th Community,
Henggang
Street,
Longgang
District,
Shenzhen,

CHINA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) (Néu c6) san xuat san xuat
518115
Guangdong
Room 102,
Building 3, No.
2, Weiqun Road,
Thude do chiéu . Shenzhen Hongomma M
dai 6ng tiry dun Root Canal Measuring Perfect Medical Henggang
5 gty € | Instrument CLC Street, CHINA
trong nha khoa Instruments
Co., Ltd Longgang
” District,
Shenzhen,
518115
Guangdong
21G-RWP, 22G-RWP,
23G-RWP, 24G-RWP,
25G-RWP, 26G-RWP,
27G-RWP, 28G-RWP,
29G-RWP, 30G-RWP, Room 102
g;g'ﬁxia 32G_RWP3 Bu11dlng 3, NO
- ; 2, Weiqun Road,
) 21G-RWD, 22G-RWD, 4th Co(rlnmunity
Kim bom rira ng 23G-RWD, 24G-RWD, Shenzhen Henggan ’
5 tuy dung trong nha | Irrigation Needle 25G-RWD, 26G-RWD, Perfect Medical g treegtg & CHINA
khoa 27G- RWD, 28G-RWD, Instruments | o an
29G-RWD, 30G-RWD, Co., Ltd District,
g;gg&g 32G-RWD, Shenzhen,
- ; 518115
21G-RWS, 22G-RWS, Guangdong

23G-RWS, 24G-RWS,
25G-RWS, 26G-RWS,
27G-RWS, 28G-RWS,
29G-RWS, 30G-RWS,




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) ?13125 f((’)))l san xut san xult Nudc san xuat

31G-RWS, 32G-RWS,
33G-RWS
SO-35, SO-20, SO-S20,
SO-21;
FO-30EF, FO-30F, FO-30,
FO-30C, FO-30VC, FO-
38EF, FO-40EF, FO-32EF,
FO-32F, FO-29EF, FO-32,
FO-29F, FO-29, FO-32C,
FO-32VC, FO-29C, FO-
29VC, FO-28EF, FO-28F,
FO-28, FO-34EF, FO-28C,
FO-34F, FO-28VC, FO-34, Room 102,
FO-34C, FO-25F, FO-25, Building 3, No.
FO-25C, FO-25VC, FO-27, 2, Weiqun Road,
FO-27C, FO-27VC, FO-41 Shenzhen 4th Community,

Miii khoan nha Diamond Burs EF, FO-20EF, FO-15, FO- Perfect Medical Henggang

7 | khoa 15C, FO-21EF, FO-15VC, Instruments Street, CHINA

FO-21F, FO-SS21F, FO-21, Co.. Ltd Longgang
FO-S21, FO-22EF, FO- ° District,
21C, FO-22F, FO-21VC, Shenzhen,
FO-22, FO-22C, FO-22VC, 518115
FO-42EF, FO-42, FO-42C, Guangdong

FO-16, FO-16C, FO16VC,
FO-23, FO-23C, FO-S54,
FO-54C, FO-54VC, FO-12,
FO-11, FO-11C, FO-12C,
FO-11VC, FO-12VC, FO-
13, FO-13C, FO-13VC, FO-
14, FO-14C, FO-14VC;
MI-53F, TC-26EF, TC-26F,
TC-26, TC-26C, TC-20EF,
TC-20F, TC-20, TC-21EF,




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

TC-20C, TC-21F, TC-
SS21F,

TC-21, TC-SS21, TC-22EF,
TC-21C, TC-22F, TC-22,
TC-22C, TC-12F, TC-10,
TC-12, TC-S12, TC-12C,
TC-13F, TC-11EF, TC-13,
TC-S13, TC-11F, TC-13C,
TC-11, TC-S11, TC-11C,
TC-11VC, TC-16, TC-L19;
CD-50F, CD-51F, CD-52F,
CD-53F, CD-54F, CD-55F,
CD-56F, CD-57F, CD-58F,
CD-59F, CD-60F, CD-61F,
CD-SS51, CD-62F;

EX-41, EX-31, EX-31F,
EX-20, EX-21, EX-21F,
EX-21EF, EX-21VC, EX-
23, EX-18, EX-19F, EX-
18F, EX-27, EX-28, EX-29,
EX-44, EX-09, EX-10, EX-
45, EX-24, EX-SS13FF,
EX-SS14EF, EX-SS13, EX-
SS14, EX-27EF, EX-SS33,
EX-SS33EF, EX-SS38, EX-
SS38EF, EX-38EF, EX-
29FF, EX-36EF, EX-37EF,
EX-26, EX-26VC, EX-11,
EX-11VC, EX-12, EX-47F;
CE-13EF, CE-13F, CE-12F,
CE-15EF, CE-15F, CE-
16EF, CE-16F, CE-17F;
RS-31,RS-11




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)
01502, 020 02, 025 02, 030
02, 035 02, 040 02, 045 02,
050 02, 055 02, 060 02, 070
02, 080 02, 090 02, 100 02,
11002, 120 02, 130 02, 140
02;
015 04, 020 04, 025 04, 030
04, 035 04, 040 04, 045 04,
050 04, 055 04, 060 04, 070
04, 080 04;
015 05, 020 05, 025 05, 030
05, 035 05, 040 05, 045 05, Room 102,
050 05, 055 05, 050 05, 070 Building 3, No.
8?’500860 836 06, 025 06, 030 2. Weiqun Road,
Vat liéu thAm kho 06, ()3§ 06, 046 06, 04§ 06, Shenzhen 4th Community,
6ng tuy dung trong | Absorbent Paper Point 050 06. 055 06 06 05. 070 Perfect Medical Henggang
8 > ’ Street, CHINA
nha khoa 06, 080 06; Instruments
Co.. Ltd Longgang
XF(014 019), FF(017 025), 0., District
MF(018 032), F(020 038 ), Shenzhen
FM (023 042), M(024 054), 518115
ML(024 063), L(025 082), Guangdong

XL(027 083);

F1(020 07), F2(025 C8),
F3(030 09), F4(040 06),
F5(050 05);

Small(020 07), Primary(025
07), Medium(035 06),
Large(045 05);

R25(025 08), R40(040 06),
R50(050 05);

X1(020 04), X2(025 06),
X3(030 07), X4(040 00),




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)
X5(050 06)

May rung rira ndi
nha dung trong nha
khoa

Ultrasonic Irrigation
Activator

Ultra Dancer

Shenzhen
Perfect Medical
Instruments
Co., Ltd

Room 102,
Building 3, No.
2, Weiqun Road,
4th Community,
Henggang
Street,
Longgang
District,
Shenzhen,
518115
Guangdong

CHINA

10

May diéu tri ndi
nha dung trong nha
khoa

Endo Motor

ZR Rap, BR Touch, BR
Touch X, Endo Master, ZR
Auto Motor

Shenzhen
Perfect Medical
Instruments
Co., Ltd

Room 102,
Building 3, No.
2, Weiqun Road,
4th Community,
Henggang
Street,
Longgang
District,
Shenzhen,
518115
Guangdong

CHINA

11

May dinh vi chop
rang dung trong
nha khoa

Apex Locator

Mini Apex

Shenzhen
Perfect Medical
Instruments
Co., Ltd

Room 102,
Building 3, No.
2, Weiqun Road,
4th Community,
Henggang
Street,
Longgang
District,
Shenzhen,

CHINA




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)
518115
Guangdong
Room 102,

12

May lén con tram
bit ong tuy dung
trong nha khoa

Gutta Percha Cutting pen

GP Flow

Shenzhen
Perfect Medical
Instruments
Co., Ltd

Building 3, No.
2, Weiqun Road,
4th Community,
Henggang
Street,
Longgang
District,
Shenzhen,
518115
Guangdong

CHINA




