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: 260002536/PCBB-HN
Ngay cong bo: 28/07/2026

1. Tén co s& cong bé: CONG TY TNHH KY THUAT VA THUONG MAI
PHU THANH AN ,
2. bia chi: SO nha 225 Puong Quan Hoa, Phuong Nghia D6, Thanh phd Ha

Noi

3. S6 vin ban cua co so: 04/2026/CBB/PTA Ngay: 28/07/2026
4. Thiét bi y té thudc loai B

Tén thiét bi y té: Mdy tro thinh

Tén thuong mai (néu cd): Acosound

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: San pham nay dugc st dung dé khuéch dai tin hi¢u am
thanh, gitip nhitng nguoi khiém thinh bu dap lai khiém thinh cua ho.

Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: Tiéu chuan ctia nha san xuat

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¢ htru: Hangzhou Acosound Technology Co., Ltd.

bia chi chu sé hitu: Room 401, No.2 Building, No. 1390 Cangxing street,
Yuhang, Hangzhou, Zhejiang, CHINA

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



Tén co sé: CONG TY TNHH KY THUAT VA THUONG MAI PHU
THANH AN

Dia chi: S6 nha 225 Pudng Quan Hoa, Phuong Nghia D6, Thanh phd Ha Noi
Pién thoai ¢b dinh: 0962362885  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

~ 3 Quy cach n . Coae - I
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)
Leya4 BTE-M;
Leya6 BTE-M; Room 401, No.2
Leya8 BTE-M; Hangzhou -
Leyal0 BTE-M; Acosound Building. No.1390
1 | May trg thinh H-2-G Y ’ Cangxing street, CHINA
Leyal2 BTE-M; Technology Yuhane. Hanezhou
Leyal4 BTE-M; Co., Ltd Zhe.ia;‘f’ £zhou,
Leyal6 BTE-M; J1ang
Hanezho Room 401, No.2
Acofounzil Building. No.1390
2 |[May tro thinh A-2-H Leya4 BTE-P Cangxing street, CHINA
Technology
Yuhang, Hangzhou,
Co., Ltd ..
Zhejiang
Hanezhou Room 401, No.2
Leya6 BTE-P; Acofoun 1 Building. No.1390
3 | May tr¢ thinh B-2-H Leya8 BTE-P Cangxing street, CHINA
Technology
Yuhang, Hangzhou,
Co., Ltd ..
Zhejiang
Hanezhou Room 401, No.2
Leyal0 BTE-P; Acofoun . Building. No.1390
4 | May tro thinh C-2-H Leyal2 BTE-P Cangxing street, CHINA
Technology
Yuhang, Hangzhou,
Co., Ltd ..
Zhejiang
Hanezhou Room 401, No.2
, , Leyald BTE-P; Acofound Building. No.1390

Co., Ltd

Yuhang, Hangzhou,




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Zhejiang
Hanezhou Room 401, No.2
Acofoun 1 Building. No.1390
6 | May trg thinh A-3-H Leya4 BTE-H Cangxing street, CHINA
Technology
Yuhang, Hangzhou,
Co., Ltd ..
Zhejiang
Hanezhou Room 401, No.2
Leya6 BTE-H; Ao 08 Building. No.1390
7 | May tro thinh B-3-H Leya8 BTE-H Cangxing street, CHINA
Technology
Yuhang, Hangzhou,
Co., Ltd ..
Zhejiang
Hanezho Room 401, No.2
LeyalO BTE-H; Acofounzil Building. No.1390
8 | May tro thinh C-3-H Leyal2 BTE-H Cangxing street, CHINA
Technology
Yuhang, Hangzhou,
Co., Ltd ..
Zhejiang
Hanezhou Room 401, No.2
Leyal4 BTE-H; Acogoun d Building. No.1390
9 | May trg thinh D-4-H Leyal6 BTE-H Cangxing street, CHINA
Technology
Yuhang, Hangzhou,
Co., Ltd ..
Zhejiang
Leya W4 BTE-M; Hanezhou Room 401, No.2
Leya W8 BTE-M; Ao 08 Building. No.1390
10 | May tro thinh [-2-G Leya W12 BTE-M; Technolo Cangxing street, CHINA
Leya W16 BTE-M gy Yuhang, Hangzhou,
Co., Ltd ..
Zhejiang
rngion om0 No2
. . Acosound utlding. INo.

Co., Ltd

Yuhang, Hangzhou,




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Zhejiang
Hanezhou Room 401, No.2
Leya W8 BTE-P; Acogoun d Building. No.1390
12 | May trg thinh B-2-H Leya W12 BTE-P Cangxing street, CHINA
Technology
Yuhang, Hangzhou,
Co., Ltd ..
Zhejiang
Hanezhou Room 401, No.2
Acofoun 1 Building. No.1390
13 | May tro thinh C-2-H Leya W16 BTE-P Cangxing street, CHINA
Technology
Yuhang, Hangzhou,
Co., Ltd ..
Zhejiang
Celestol12 BTE-M; Hanezho Room 401, No.2
Celesto16 BTE-M; Acofounzil Building. No.1390
14 | May trg thinh F-1-H Celesto24 BTE-M; Technolo Cangxing street, CHINA
Celesto32 BTE-M &y Yuhang, Hangzhou,
Co., Ltd ..
Zhejiang
Celesto12 BTE-P; Hanezhou Room 401, No.2
Celestol6 BTE-P; Acogoun d Building. No.1390
15 | May trg thinh H-1-G Celesto24 BTE-P; Technolo Cangxing street, CHINA
Celesto32 BTE-P &y Yuhang, Hangzhou,
Co., Ltd ..
Zhejiang
Hanezhou Room 401, No.2
Acofoun 1 Building. No.1390
16 | May tro thinh B-3-G Celesto12 BTE-H Cangxing street, CHINA
Technology
Yuhang, Hangzhou,
Co., Ltd ..
Zhejiang
panghou | Room 01,302
4 ; Acosound utlding. NO.
17 [May trg thinh F-4-G Celestol6 BTE-H Technology Cangxing street, CHINA

Co., Ltd

Yuhang, Hangzhou,




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Zhejiang
Hanezhou Room 401, No.2
Acofoun 1 Building. No.1390
18 | May trg thinh C-3-G Celesto24 BTE-H Cangxing street, CHINA
Technology
Yuhang, Hangzhou,
Co., Ltd ..
Zhejiang
Hanezhou Room 401, No.2
Ao 08 Building. No.1390
19 | May tro thinh F-3-G Celesto32 BTE-H Cangxing street, CHINA
Technology
Yuhang, Hangzhou,
Co., Ltd ..
Zhejiang
Hanezho Room 401, No.2
Celesto W12 BTE-M; Acofounzil Building. No.1390
20 | May trg thinh [-3-G Celesto W16 BTE-M Cangxing street, CHINA
Technology
Yuhang, Hangzhou,
Co., Ltd ..
Zhejiang
Hanezhou Room 401, No.2
Ao Building. No.1390
21 | May trg thinh [-4-G Celesto W24 BTE-M Cangxing street, CHINA
Technology
Yuhang, Hangzhou,
Co., Ltd ..
Zhejiang
Hanezhou Room 401, No.2
Ao 08 Building. No.1390
22 | May tro thinh I-5-G Celesto W32 BTE-M Cangxing street, CHINA
Technology
Yuhang, Hangzhou,
Co., Ltd ..
Zhejiang
Celesto W12 BTE-P; Hangzhou Room 401, No.2
) ) Celesto W16 BTE-P; Acosound Building. No.1390
23 | May tro thinh I-1-G Celesto W24 BTE-P; Technology Cangxing street, CHINA

Celesto W32 BTE-P

Co., Ltd

Yuhang, Hangzhou,




Quy cach

STT| Tén thiétbjy té Chiing loai Mi sin pham dong goi Tén co s Dia chi co sirsin | Nudc sin
(Néu co) £, san xuat xuat Xuat
(Néu co)
Zhejiang

TW1 BTE-P; Hangzhou Rogm 401, No.2
TW2 BTE-P; Acosound Building. No.1390

24 | May tro thinh G-2-H ’ Cangxing street, CHINA
TW3 BTE-P Technology

Co.. Ltd Yuhang, Hangzhou,

Zhejiang




