SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

TP HO CHi MINH Poc lap - Tu do - Hanh phic

THONG TIN

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

S6 cong bd: 260002696/PCBB-HCM
Ngay cong bo: 14/08/2026

1. Tén co s& cong bé: CONG TY CO PHAN THUONG MAI VA DICH VU
GRANDCARE ‘
2. bia chi: L17-11, Tang 17, Toa nha Vincom Center, 72 L& Thanh Tén,

Phuong Sai Gon, Thanh phd HO Chi Minh

3. S6 vin ban cua co so: 03/CB Ngay: 12/08/2026

4. Thiét bi y té thudc loai B

Tén thiét b y té&: Hearing Aid

Tén thuong mai (néu cd): May tro thinh

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 sir dung: Dung dé khuéch dai 4m thanh, hd trg giao tiép cho nguoi
bi suy giam thinh lyc

Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: FDA

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 Flysounds Medical Technology Co., Ltd.

bia chi chu sé hiru: Room 1816, Building A, Jindingshengkechuang Park, No.
356 Dahe Road, Qinghu Community, Longhua Street, Longhua District,
Shenzhen city, Guangdong Province, P.R.China, CHINA

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



Tén co so: Cong ty ¢d phan thuong mai va dich vu GrandCare

bia chi: L17-11, Téng 17, Toa nha Vincom Center, 72 L& Thanh Ton, Phuong
Sai Gon, Thanh pho H6 Chi Minh, Vi¢t Nam, Phuong Sai Gon, Thanh ph6 H6
Chi Minh

Dién thoai ¢d dinh: 0901899955  Pién thoai di dong: 0901899955
8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Van ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s& hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu mo ta tom tat k¥ thuat thiét bi y € bang tieng Viét, kém theo | ¢

tai liéu k¥ thuat mo ta chirc nang, thong s6 k¥ thuat cta thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chirmg nhan hop chuan hoic ban tiéu chuan ma chu s hitu thiét |
bi y t& cong bo ap dung

7 Giéy chirng nhén luu hanh ty do con hi¢u lyc tai thoi diém ndp ho so X
doi vai thiét bi y t€ nhap khau.




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

STT| Tén thiét bi y té Chiing logi Ma sin pham %:)’lzgcz(c’)lil Tén co s6 Dia chi co s¢' san Nudc sin
: : (Néu co) (Néu cb) san xuat xuat xuat
Room 1816, Building A,
Jindingshengkechuang
Shenzhen Park, No. 356 Dahe
. . Flysounds Road, Qinghu
| |Hearing Aid B02 Medical Community, Longhua | CHINA
Technology Street, Longhua District,
Co., Ltd. Shenzhen city,
Guangdong Province,
P.R.China
Room 1816, Building A,
Jindingshengkechuang
Shenzhen Park, No. 356 Dahe
. . Flysounds Road, Qinghu
p |Hearing Aid H6 Medical Community, Longhua | CHINA
Technology Street, Longhua District,
Co., Ltd. Shenzhen city,
Guangdong Province,
P.R.China
Room 1816, Building A,
Jindingshengkechuang
Shenzhen Park, No. 356 Dahe
. . Flysounds Road, Qinghu
3 Hearing Aid H8 Medical Community, Longhua CHINA
Technology Street, Longhua District,
Co., Ltd. Shenzhen city,

Guangdong Province,
P.R.China




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)
Room 1816, Building A,
Jindingshengkechuang
Shenzhen Park, No. 356 Dahe
. . Flysounds Road, Qinghu
Hearing Aid HO Medical Community, Longhua CHINA
Technology Street, Longhua District,
Co., Ltd. Shenzhen city,

Guangdong Province,
P.R.China




