SOY TE TP HO CHi MINH 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: 260001148/PCBB-HCM
Ngay cong bo: 22/04/2026

1. Tén co s& cong bé: CONG TY TNHH HEARWELL MEDICAL
VIETNAM

2. Pia chi: 45 duong 45, Phuong Khanh Hoi, Thanh phé H5 Chi Minh
3. S6 vin ban cua co so: 2604-CBTC.B-HWVN Ngay: 17/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: May tro thinh

Tén thuong mai (néu c6): HANSATON

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 s dung: May tro thinh Ia thiét bi hd tro dugc st dung nhim bu dap
phan nao strc nghe bi mat clia tai ngudi nham giup ngudi suy giam thinh luc
duy tri chat 1u’ong cudc song.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: ISO 13485:2016
5. Ddi 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 sé hitu: Sonova AG

Dia chi chu sé hiru: 28 Laubisriitistrasse 28, 8712 Stifa, CH,
SWITZERLAND

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

Tén co s6: CONG TY TNHH HEARWELL MEDICAL VIETNAM



Dia chi: 45 duong 45 , Phuong Khanh Hoi, Thanh phé H6 Chi Minh

Pién thoai ¢b dinh: 0776780919  Dién thoai di dong:

8. S6 cong bd du diéu kién san xuat di véi 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
doi vaoi 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 san plrlam dong goi Tfn co 2o D;aochl co 5o Nudc san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
28
May tr¢ thinh HANSATON wave R312 Laubisriitistrasse
1 ' (charcoal) 050-6904-P8 Sonova AG 28, 8712 Stiifa, SWITZERLAND
CH
28
May tro thinh HANSATON wave 13 SP Laubisriitistrasse
2 . (charcoal) 050-6906-P8 Sonova AG - SWITZERLAND
28, 8712 Stifa,
CH
28
May tr¢ thinh HANSATON wave 675 UP Laubisriitistrasse
3 (charcoal) 050-6907-P8 Sonova AG 28, 8712 Stiifa, SWITZERLAND
CH
AQ sound FS 1-RT (carbon 28
4 |Méy trg thinh black) 050-6530-U6 Sonova AG | LAUDISTULISrasse | gy iy b py AND
28, 8712 Stifa,
CH
AQ sound FS 3-RT (carbon 28
5 | Mdy tro thinh black) 050-6531-U6 Sonova AG | Laubisritistrasse | gy s ppr AND
28, 8712 Stifa,
CH
AQ sound FS 5-RT (carbon 28
6 |May tro thinh black) 050-6532-U6 Sonova AG | LAUDISTULISrasse | gy iy b py AND
28, 8712 Stifa,
CH
4 { AQ sound FS 7-RT (carbon 28
7 [May tro thinh blgck) ( 050-6533-U6 Sonova AG |, ubisriitistrasse | SWITZERLAND




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) dorilg goi san xut san xult Nudc san xuat
(Néu cd)
28, 8712 Stifa,
CH
AQ sound FS 9-RT (carbon 28
g [Maywothinh k) 050-6534-U6 Sonova AG | -AUDISIUISIAsSe | gy 117 kR AND
28, 8712 Stifa,
CH
AQ sound FS RT myChoice 28
May trg thinh o Laubisriitistrasse
9 (sterling silver) 050-6535-U4 Sonova AG 28, 8712 Stifa, SWITZERLAND
CH
28
May tro thinh sound FS 1-R312 (carbon Laubisriitistrasse
10 y e black) 050-6838-U6 Sonova AG N SWITZERLAND
28, 8712 Stifa,
CH
28
May tro thinh sound FS 3-R312 (carbon Laubisriitistrasse
11 ¥ black) 050-6839-U6 Sonova AG N SWITZERLAND
28, 8712 Stifa,
CH
28
May tro thinh sound FS 5-R312 (carbon Laubisriitistrasse
12 ¥y e black) 050-6840-U6 Sonova AG N SWITZERLAND
28, 8712 Stifa,
CH
28
May tro thinh sound FS 7-R312 (carbon Laubisriitistrasse
13 ¥ e black) 050-6841-U6 Sonova AG N SWITZERLAND
28, 8712 Stifa,
CH
Mév tror thinh sound FS 9-R312 (carbon 28
14 [ VAy e black) 050-6842-U6 Sonova AG | Laubisriitistrasse | gy 1T7ERL AND

28, 8712 Stifa,




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) dorilg goi san xut san xult Nudc san xuat
(Néu co0)
CH
. 28
May tr¢ thinh sounq FS .R3 12 myChoice Laubisrtitistrasse
15 (sterling silver) 050-6843-U4 Sonova AG 28, 8712 Stifa, SWITZERLAND
CH
28
May tro thinh beat FS 1-RT675 UP Laubisriitistrasse
16 y e (carbon black) 050-6850-U6 Sonova AG N SWITZERLAND
28, 8712 Stifa,
CH
28
May tro thinh beat FS 3-RT675 UP Laubisriitistrasse
17 | A (carbon black) 050-6851-U6 Sonova AG . SWITZERLAND
28, 8712 Stifa,
CH
28
May tro thinh beat FS 5>-RT675 UP Laubisriitistrasse
18 i (carbon black) 050-6852-U6 Sonova AG N SWITZERLAND
28, 8712 Stifa,
CH
28
May tro thinh beat FS 7-RT675 UP Laubisriitistrasse
19 e (carbon black) 050-6853-U6 Sonova AG N SWITZERLAND
28, 8712 Stifa,
CH
28
May tro thinh beat FS 9-RT675 UP Laubisriitistrasse
20 y e (carbon black) 050-6854-U6 Sonova AG N SWITZERLAND
28, 8712 Stifa,
CH
28
May tr¢ thinh beat FS RT675 UP Laubisrtitistrasse
21 ¥ HE myChoice (sterling silver) |050-6855-U4 Sonova AG SWITZERLAND

28, 8712 Stifa,
CH




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)

28

2 May tro thinh jam SHD 3-RS13 (charcoal) 050-5995-P8 Sonova AG Laublsrutlst"rasse SWITZERLAND
28, 8712 Stifa,
CH
28

May trg thinh beat SHD 3-RS675 Laubisriitistrasse
23 . (charcoal) 050-6090-P8 Sonova AG SWITZERLAND

28, 8712 Stifa,
CH




