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: 260002344/PCBB-HN
Ngay cong bod: 17/07/2026

1. Tén co sd cong bé: CONG TY TNHH GIAI PHAP Y TE INVENKEY

2. bia chi: Tang 1 va 2, S6 15 ngd Ttic Mac, Phuong Cira Nam, Thanh pho Ha
Noi

3. S6 vin ban cuia co so: 1607-26/CBB/INVENKEY Ngay: 17/07/2026

4. Thiét bi y té thudc loai B

Tén thiét b y té&: Ong chinh nha

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 str dung: Pugc sir dung cho diéu trj chinh nha tai cac co s& nha
khoa.

Tén co sé san xuat: Theo phu luc

Dia chi co s& san xuét: 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 co):

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

Tén chu s¢ hiru: Hangzhou PengWu Medical Equipment Co., Ltd

bia chi chu sé hitu: 2nd Floor, Unit 18, No. 619 Wangmei Road, Linping
Street, Linping District, Hangzhou, 311100 Zhejiang, CHINA

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

8. SO cong bo du di€u kién san xuat doi voi thiét bi y t€ san 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 tur do con hiéu lyc tai thoi di€ém ndp ho so
doi véi thiet bi y t€ nhap khau.

8 | Tai liéu khac (néu c6)




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

< = Z Quy cach n . . . A .
STT| Tén thiét biy té 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)
Hangzhou 2nd Floor, Unit 18, No.
< , TU121-1186; TU121-1187; PengWu 619 Wangmei Road,
j | ©ng chinh nha Roth 0.018 TU221-2186; TU221-2486; Medical Linping Street, Linping | CHINA
TU221-1486 Equipment Co., | District, Hangzhou,
Ltd 311100 Zhejiang
Hangzhou 2nd Floor, Unit 18, No.
4 . TU122-1186; TU122-1187; PengWu 619 Wangmei Road,
o |One chinhnha Roth 0.022 TU222-2186; TU222-2486; Medical Linping Street, Linping | CHINA
TU222-1486 Equipment Co., | District, Hangzhou,
Ltd 311100 Zhejiang
Hangzhou 2nd Floor, Unit 18, No.
Ong chinhnha | Edgewise 0.018 TUL11-1186; TUT11-1187; PengWu 619 Wangmei Road,
3 Medical Linping Street, Linping | CHINA
TU211-2186; TU211-2486 . .
Equipment Co., | District, Hangzhou,
Ltd 311100 Zhejiang
Hangzhou 2nd Floor, Unit 18, No.
Ong chinh nha Edgewise 0.022 TUI12-1186; TU112-1187; PengWu 619 Wangmel Ro.ad,'
4 Medical Linping Street, Linping | CHINA
TU212-2186; TU212-2486 . L
Equipment Co., | District, Hangzhou,
Ltd 311100 Zhejiang
Hangzhou 2nd Floor, Unit 18, No.
4 . TUI131-1186; TU131-1187; PengWu 619 Wangmei Road,
5 | One chinh nha MBT 0.018 TU231-2186; TU231-2486; Medical Linping Street, Linping | CHINA
TU231-1486 Equipment Co., | District, Hangzhou,
Ltd 311100 Zhejiang
6 Ong chinh nha MBT 0.022 TU132-1186; TU132-1187; Hangzhou 2nd Floor, Unit 18, No. CHINA
TU232-2186; TU232-2486; PengWu 619 Wangmei Road,




Quy cach

STT| Tén thiét by té Chiing loai Ma san pham dong goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Medical Linping Street, Linping
TU232-1486 Equipment Co., | District, Hangzhou,
Ltd 311100 Zhejiang




