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THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000549/PCBA-HCM
Ngay cong bo: 14/04/2026

1. Tén co s& cong bé: CONG TY TNHH PHAT TRIEN TUONG LAI NHA
KHOA VIET NAM o

2. bia chi: 31-33 duong Tay Son, Phuong Pht Tho Hoa, Thanh phd H6 Chi
Minh

3. S6 vin ban cua co so: 26KINHLUP/CBA/DE-XPD Ngay: 10/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té&: Kinh lap phau thuat 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 st dyng: Thif:t bi dugc st dung dé phong dai truong nhin, ho tro
quan sat chi tiét vat thé

Tén co s& san xuat: Theo phu luc

Dia chi co s& san xuat: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016

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& hitru: Guilin Yikeshi Medical Instrument Co., Ltd

bia chi chu sé hiru: No. D-8, Guilin National High-tech Zone, Information
Industrial Park, Chaoyang Road, Qixing District, Guilin, Guangxi, 541004,
CHINA

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



Tén co s6: CONG TY TNHH PHAT TRIEN TUONG LAI NHA KHOA
VIET NAM

Dia chi: 31-33 Tay Son, Phuong Pha Tho Hoa, Thanh phé H6 Chi Minh
Pién thoai ¢b dinh: 0917223133  Dién thoai di dong:

8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy iy 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 liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y t& ban hanh.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu hudéng dan st dung cua thiét bi y té X
8 | MAu nhin thiét bj y té X

9 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.




BANG KE CHI TIET THIET Bl Y TE

. . QUY CACH - S A TEN CO SO CHU SO HU'U/ " P
TEN THIET BI | PON VI . . . V . TEN CO SO SAN XUAT/ - ] et PIA CHI CO SO BAO
STT T T CHUNG LOAI SAN PHAM MA SAN PHAM lzggg Ccé))l HANG, NUGC SAN XUAT HANG, Nggg CHUSO | TEN CO SO BAO HANH Ty

Kinh lap phau
thudt dung trong
nha khoa

PG2.5; PG3.0; PG3.5; PG4.0; PG5.0;
PG6.0; PG6.5; PG7.0; PG7.5; PG8.0;
PG9.5; PG10.0

PA3.5; PA4.5; PAS.5; PA6.5; PA7.5;
PAS.0; PA8.5; PA9.0; PA9.5; PA10.0;
PS3.5; PS4.5; PS5.5; PS6.5; PS7.5; PS8.0;
PS8.5; PS9.0; PS9.5; PS10.0;

FG2.5; FG3.0; FG3.5; FG4.0; FG5.0;
FG6.0; FG6.5; FG7.0; FG7.5; FG8.0;
FG9.5; FG10.0

FA3.5; FA4.5; FA5.5; FA6.5; FA7.5;
FA8.0; FAS.5; FA9.0; FA9.5; FA10.0;
FS3.5; FS4.5; FS5.5; FS6.5; FS7.5; FS8.0;
FS8.5; FS9.0; FS9.5; FS10.0;

X3.5; X4.5; X5.5; X6.5; X7.5; X8.0;
X8.5; X9.0; X9.5; X10.0;

FE3.5; FE4.5; FE5.5; FE6.5; FE7.5;
FE8.0; FER.5; FE9.0; FE9.5; FE10.0;
F2.5; F3.0; F3.5; F4.0; F5.0; F6.0; F6.5;
F7.5; F8.0; F8.5; F9.0; F9.5; F10.0

Guilin Yikeshi Medical
Instrument Co., Ltd/ Trung
Quéc

Guilin Yikeshi Medical
Instrument Co., Ltd/ Trung
Quéc

CONG TY TNHH PHAT
TRIEN TUONG LAI NHA
KHOA VIET NAM

31-33 duong Tay Son, Phuong
Phu Tho Hoa, Thanh phé HS
Chi Minh, Viét Nam




