SO'Y TE HA NOI 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: 260001228/ PCBB-HN
Ngay cong bo: 21/04/2026

1. Tén co s cong bd: CONG TY CO PHAN DUCC VA TBYT TAKA

2. bia chi: Nha 6B, Ngo 187 Pho Mai Dich, Phuong Pha Dién, Thanh pho Ha
Noi

3. S6 vin ban cua co so: 01/2026/TAKA-VBCB Ngay: 21/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Mdy tro thinh

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 str dung: Néu ban gap kho khan trong viéc nghe r6 nguoi khac ndi,
may tro thinh c6 thé gitp ban 1y lai thinh luc dé ban c6 thé song cudc song
nhu trude day. Viéc st dung may tro thinh gitip ban tim lai niém vui khi gap
g0 ban be, gia dinh, tu tin hon trong cong viéc va tan huong phim anh, am
nhac, chuong trinh truyén hinh.

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

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

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& hiru: Zhongshan Great-Ears Electronic Technology Co., Ltd.
bia chi chu sé hiru: Room 1, 3rd/F, No.35 West Road, Tongmao Industrial
Park, Xiaolan Town, Zhongshan City, Guangdong, CHINA



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

Tén co s¢: CONG TY CO PHAN DUQC VA TBYT TAKA

Pia chi: Nha 6B, Ngo 187 Phd Mai Dich, Phuong Pht Dién, Thanh phd Ha
Noi

Dién thoai c6 dinh: 0979249749  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 phéan ho so:

1 | Van ban cong bé tidu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s¢ hiru 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 liéu k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s¢ hitu thiét bi y té ban hanh.

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

7 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.




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 co 0 D;aochl co S0 Nuée san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
Room 1, 3rd/F,
Zhongshan No.35 West
. , . . Great-Ears Road, Tongmao
1 May trg thinh BTE hearing aid G25 Electronic Industrial Park, |CHINA
Technology Xiaolan Town,
Co., Ltd. Zhongshan City,
Guangdong
Room 1, 3rd/F,
Zhongshan No.35 West
, , . . Great-Ears Road, Tongmao
2 May trg thinh BTE hearing aid G20 Electronic Industrial Park, | CHINA
Technology Xiaolan Town,
Co., Ltd. Zhongshan City,
Guangdong
Room 1, 3rd/F,
Zhongshan No.35 West
, , . ) Great-Ears Road, Tongmao
3 May trg thinh BTE hearing aid G28 Electronic Industrial Park, | CHINA
Technology Xiaolan Town,
Co., Ltd. Zhongshan City,
Guangdong
Room 1, 3rd/F,
Zhongshan No.35 West
. , . . Great-Ears Road, Tongmao
4 May trg thinh BTE hearing aid G26 Electronic Industrial Park, |CHINA
Technology Xiaolan Town,
Co., Ltd. Zhongshan City,
Guangdong




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
Room 1, 3rd/F,
Zhongshan No.35 West
, , ) . Great-Ears Road, Tongmao
5 May trg thinh BTE hearing aid G25D Electronic Industrial Park, | CHINA
Technology Xiaolan Town,
Co., Ltd. Zhongshan City,
Guangdong
Room 1, 3rd/F,
Zhongshan No.35 West
, . . . Great-Ears Road, Tongmao
6 |May o thinh | BTE hearing aid G28C Electronic | Industrial Park, |CHINA
Technology Xiaolan Town,
Co., Ltd. Zhongshan City,
Guangdong
Room 1, 3rd/F,
Zhongshan No.35 West
, , . . Great-Ears Road, Tongmao
7 |Méytgthinh | BTE hearing aid G28D Electronic | Industrial Park, |CHINA
Technology Xiaolan Town,
Co., Ltd. Zhongshan City,
Guangdong
Room 1, 3rd/F,
Zhongshan No.35 West
, , . : Great-Ears Road, Tongmao
8 May trg thinh ITE hearing aid G19 Electronic Industrial Park, |CHINA
Technology Xiaolan Town,
Co., Ltd. Zhongshan City,
Guangdong
) ) _ ' Zhongshan Room 1, 3rd/F,
9 May trg thinh ITE hearing aid G10 Great-Ears No.35 West CHINA
Electronic Road, Tongmao




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
Industrial Park,
Technology Xiaolan Town,
Co., Ltd. Zhongshan City,
Guangdong
Room 1, 3rd/F,
Zhongshan No.35 West
, , . . Great-Ears Road, Tongmao
10 May trg thinh ITE hearing aid G12 Electronic Industrial Park, | CHINA
Technology Xiaolan Town,
Co., Ltd. Zhongshan City,
Guangdong
Room 1, 3rd/F,
Zhongshan No.35 West
, , . : Great-Ears Road, Tongmao
11 May trg thinh ITE hearing aid Gl15 Electronic Industrial Park, | CHINA
Technology Xiaolan Town,
Co., Ltd. Zhongshan City,
Guangdong
Room 1, 3rd/F,
Zhongshan No.35 West
. , . . Great-Ears Road, Tongmao
12 May trg thinh ITE hearing aid Gl16 Electronic Industrial Park, |CHINA
Technology Xiaolan Town,
Co., Ltd. Zhongshan City,
Guangdong
Room 1, 3rd/F,
Zhongshan No.35 West
. , . : Great-Ears Road, Tongmao
13 May trg thinh ITE hearing aid G18 Electronic Industrial Park, CHINA
Technology Xiaolan Town,
Co., Ltd.

Zhongshan City,




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
Guangdong
Room 1, 3rd/F,
Zhongshan No.35 West
, , . . Great-Ears Road, Tongmao
14 May trg thinh ITE hearing aid G17D Electronic Industrial Park, | CHINA
Technology Xiaolan Town,
Co., Ltd. Zhongshan City,
Guangdong
Room 1, 3rd/F,
Zhongshan No.35 West
, , . : Great-Ears Road, Tongmao
15 |Mdy trothinh | ITE hearing aid GI8D Electronic | Industrial Park, |CHINA
Technology Xiaolan Town,
Co., Ltd. Zhongshan City,
Guangdong
Room 1, 3rd/F,
Zhongshan No.35 West
. , . . Great-Ears Road, Tongmao
16 May trg thinh ITE hearing aid G32 Electronic Industrial Park, |CHINA
Technology Xiaolan Town,
Co., Ltd. Zhongshan City,

Guangdong




