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: 260002115/PCBB-HN
Ngay cong bo: 02/07/2026

1. Tén co s& cong bé: CONG TY TNHH GIAI PHAP NHA KHOA SANG
TAO

2. 'Dia chi: Tang 8, s6 4 ngd 102, ph Khac Thira Du, Phuong Cau Giay,
Thanh phé Ha Noi

3. S6 vin ban cua co so: 0126/CBB-INNOVATIVE Ngay: 01/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Hé théng dinh vi dan duong ph?lu 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 céch dong goi:

Muc dich st dung: Bugc str dung dé dan duong cac dung cu phau thuét trong
phau thuat cay ghép rang & nguoi 16n.

Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san phdm 4p dung: Tiéu chuin nha san xuét

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

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

Tén chu s¢ hiru: Shenzhen KALVIN Technology Co., Ltd.

bia chi chu sé hiru: 1801, Building 2, No. 1 Park, Xinqiao East Advanced
Manufacturing Industrial Park, Huangpu Community, Xingiao Street, Bao’an
District, Shenzhen, CHINA

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



Tén co s6: CONG TY TNHH GIAI PHAP NHA KHOA SANG TAO

bia chi: Tang 8, s6 4 ngd 102 phd Khuc Thira Du, Phudng Cau Gidy, Thanh
pho Ha Noi

Pién thoai ¢b dinh: 0985021350  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 bd tiéu chuan ap dung cua thiét bi y té thudc loai B. 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 t€ cong bo ap dung

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.




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

< = Z Quy cach n . c - .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn o p o Dia chi cg so'san Nll’O'C/\SﬂH
(Néu co) £, san xuat xuat xuat
(Néu c0)
1801, Building 2, No. 1
’ Park, Xinqgiao East
H¢ thong dinh vi Shenzhen Advanced
dan duong phau . KALVIN Manufacturing
! thuat dung trong Ai-Dent Technology Industrial Park, CHINA
nha khoa Co., Ltd. Huangpu Community,
Xingiao Street, Bao’an
District, Shenzhen
1801, Building 2, No. 1
’ Park, Xinqiao East
H¢ thong dinh vi Shenzhen Advanced
dan duong phau . KALVIN Manufacturing
2 thuat dung trong Al-Dr Technology Industrial Park, CHINA
nha khoa Co., Ltd. Huangpu Community,
Xingiao Street, Bao’an
District, Shenzhen




