SOY TE TP HO CHi MINH 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: 260001072/PCBB-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 s0: 26MAYPXA/CBB/DF-XPD Ngay: 11/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: Mdy ldy cao ring va danh bong bang khi

Tén thuong mai (néu cd): Scaler & Air polish device

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: PX-A

M3 san pham (néu co):

Quy cach dong goi:

Muc dich stir dung: Tl"liét bi tich hop h¢ thong siéu 4m va thoi cat. Hé thong
siéu am dung cho: dié,u tri nha chu, Iﬁy cao rang trén va dudi nudu, loai bo
mang bam, lam sach ong tuy. HE thong thoi cat dung cho: loai bo mang bam,
sac to, vé sinh implant duy tri.

Tén co s& san xuat: Guilin Yikeshi Medical Instrument Co., Ltd

Dia chi co s¢ san xuat: No. D-8, Guilin National High-tech Zone, Information
Industrial Park, Chaoyang Road, Qixing District, Guilin, Guangxi, 541004,
CHINA

Tiéu chuan chét luong san pham 4p dung: ISO 13485:2016

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

6. Thong tin vé chu so hiru thiét bi y té:

Tén chu s& htru: 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 Ho 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 xut trong nudc:
9. Thanh phan hd so:

1 | Van ban cong bd tiéu chuin ap dung cua thiét biy té thuoc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chat luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hiru thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liu mo ta tom tat k¥ thuat thict bi y t€ bang tiéng Viét, kém theo | x

tai lidu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y t€ ban hanh.

6 | Gidy chirg nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 | Gidy chitng nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
d6i v6i thiét bi y té nhap khau.




