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: 260001146/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: 2608-CBTC.B-HWVN Ngay: 18/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: May do thinh luc

Tén thuong mai (néu c6): Resonance

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 su dung: May do thinh lyc dung dé xéac dinh ngudng nghe, danh gia
murc do va loai mat thinh lyc. K&t qua giap bac si chan doan bénh ly thinh giac
va tu van giai phap can thiép.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chun 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 so hiru: M.R.S. S.r.l.

bia chi chu s hitu: Via Cesare Battisti, 134, 24025 Gazzaniga (BG), Italy,
ITALY

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 . . . .
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)
Via Cesare
. . . Battisti, 134,
1 May do thinh luc | RO7A RO7A Screening MR.S. Srl 24025 ITALY
Audiometer 4300104200 .
Gazzaniga (BG),
Italy
Via Cesare
, , . . . Battisti, 134,
) May do thinh lyc | R17A AC Screening R17A AC Diagnostic MRS. S.rl. 24025 ITALY
Audiometer 4300104000 .
Gazzaniga (BG),
Italy
Via Cesare
, , o . . : Battisti, 134,
3 May do thinh luc | R17A BC Basic Diagnostic R17A BC Diagnostic MRS. S.rl. 24025 ITALY
Audiometer 4300104010 .
Gazzaniga (BG),
Italy
Via Cesare
My do thinh luc R17A HDA Basic R17A HDA Diagnostic Battisti, 134,
4 y ' Diagnostic Audiometer MY 2022 M.R.S. Sir.L. 24025 ITALY
4300104020 Gazzaniga (BG),
Italy
R27A Diagnostic Via Cesare
Audiometer - DD45 Battisti. 134
5 May do thinh luc [ R27A DD45 Diagnostic 4300102505 ' . MRS. S.rl. 24025 ITALY
R27A LITE Diagnostic Gazzaniga (BG)
Audiometer - DD45 I talZ Zanig ’
4300102510 Y
6 | May do thinh luc | R27A HDA Diagnostic R27A Diagnostic M.R.S. S.r.l. Via Cesare ITALY




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)
Battisti, 134,
Audiometer - HDA MY 24025
2022 4300102540 Gazzaniga (BG),
Italy
R37A Clinical Audiometer - Via Cesare
. , .. DD4 4300102605 Battisti, 134,
7 |Méy dothinhlgc | R37A DD45 Clinical R37A Clinical Audiometer - MRS.Srl  [24025 ITALY
HDA MY 2022 Gazzaniga (BG),
4300102640 Italy
Via Cesare
, . .. R37A Clinical HF Battisti, 134,
g |Méydothinhlye IR37A HE Clinical Audiometer - HDA 300- MRS.Srl  [24025 ITALY
DD45 4300102665 Gazzaniga (BG),
Italy
R25C Combined Diagnostic
Middle Ear Analyzer -
DD45 4300102305
R25C LITE Combined Via Cesare
, , . . Diagnostic Middle Ear Battisti, 134,
g |Mdydothinhlye | R25CDDA5 Diagnostic |\ o1 ppgs MRS.Srl  [24025 ITALY
4300102310 Gazzaniga (BG),
R25C Combined Diagnostic Italy
Middle Ear Analyzer -
HDA MY 2022
4300102340
R25C-PT Combined ‘
Diagnostic Middle Ear Via Cqsare
4 i - ; : Analyzer - DD45 Battisti, 134,
10 May do thinh luc | R25C-PT Diagnostic 4300102365 MR.S. Srl 24025 ITALY
R25C-PT Combined Gazzaniga (BG),
Diagnostic Middle Ear Italy




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)
Analyzer - HDA MY 2022
4300102380
R25C-PT LITE Combined
Diagnostic Middle Ear
Analyzer - DD45
4300102385
R35C Combined Clinical
Middle Ear Analyzer - Via Cesare
, , .. DD45 4300102405 Battisti, 134,
11 |Méy dothinhlye | R35CDDA5 Clinical R35C Combined Clinical MRS. Sl |24025 ITALY
Middle Ear Analyzer — Gazzaniga (BG),
HDA MY 2022 Italy
4300102440
R35C-PT Combined
Clinical Middle Ear .
Via Cesare
Analyzer - DD45 Battisti. 134
D May do thinh luc | R35C-PT DD45 Clinical 4300102465 . MRS. Srl 24025 ITALY
R35C-PT Combined Gazzaniga (BG)
Clinical Middle Ear o] & ’
Analyzer — HDA MY 2022 Y
4300102480
R15C Screening Combined .
. Via Cesare
Middle Ear Analyzer Battisti. 134
13 May do thinh lyc  |RI5C 4300104300 . MR.S. Srl. 24025 ITALY
R15C LITE Screening Gazzaniga (BG)
Combined Middle Ear o alm ga (),
Analyzer 4300104345 Ay
RISC.T D _ Via Cesare
. : ) -1 Diagnostic Battisti, 134,
14 May do thinh lyc | R1SC-T Combined Middle Ear M.R.S. S.r.l. 24025 ITALY
Analyzer 4300104310 Gazzaniga (BG),




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

Italy




