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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: 260001147/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: 2601-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): INTERTON

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 s& hiru: Interton A/S

Dia chi chu s& hiru: Lautrupbjerg 7, 2750 Ballerup,, DENMARK

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

Tén co sé: 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

STT

Tén thiét bi y té

Chung loai

M3 san phim
(Neéu co)

Quy cach
dong goi
(Néu cé)

Tén co sé
san xuat

Dia chi co so
san xuat

Nuwde san xuat

May trg thinh

MV180-DWH

HI,MV180-DWH,MBL
21585902
HI,MV180-DWH,BLK
21585908
HI,MV180-DWH,STRL
GRY 21585920

Interton A/S

Lautrupbjerg 7
DK-2750
Ballerup

DENMARK

May tro thinh

MV280-DWH

HI,MV280-DWH,MBL
21585802
HI,MV280-DWH,DBR
21585804
HI,MV280-DWH,BGE
21585805
HI,MV280-DWH,BLK
21585808
HI,MV280-DWH,STRL
GRY 21585820

Interton A/S

Lautrupbjerg 7
DK-2750
Ballerup

DENMARK

May tr¢ thinh

MV380-DWH

HI,MV380-DWH,MBL
21584702
HI,MV380-DWH,DBR
21584704
HI,MV380-DWH,BGE
21584705
HI,MV380-DWH,BLK
21584708
HI,MV380-DWH,STRL
GRY 21584720

Interton A/S

Lautrupbjerg 7
DK-2750
Ballerup

DENMARK

May trg thinh

MV480-DWH

HIL,MV480-DWH,MBL

Interton A/S

Lautrupbjerg 7

DENMARK




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

21584602
HI,MV480-DWH,DBR

21584604
HI,MV480-DWH,BGE

21584605
HI,MV480-DWH,BLK

21584608
HI,MV480-DWH,STRL
GRY 21584620

DK-2750
Ballerup

May tr¢ thinh

MV680-DWH

HI,MV680-DWH,MBL
21584502
HI,MV680-DWH,DBR
21584504
HI,MV680-DWH,BGE
21584505
HI,MV680-DWH,BLK
21584508
HI,MV680-DWH,STRL
GRY 21584520

Interton A/S

Lautrupbjerg 7
DK-2750
Ballerup

DENMARK

May trg thinh

MV3ITC-DW-MP

FPA,312,FLT,R,LT,
MV3ITC-DW-MP
21559400
FPA,312,FLT,L,LT,
MV3ITC-DW-MP
21559500

Interton A/S

Lautrupbjerg 7
DK-2750
Ballerup

DENMARK

May trg thinh

MV3ITC-DW-HP

FPA,312,FLT,R,LT,

MV3ITC-DW-HP
21559200

FPA,312,FLT,L,LT,

Interton A/S

Lautrupbjerg 7
DK-2750
Ballerup

DENMARK




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

MV3ITC-DW-HP
21559300

May tro thinh

MV3ITC-DW-UP

FPA,312,FLT,R,LT,
MV3ITC-DW-UP
21559600
FPA,312,FLT,L,LT,
MV3ITC-DW-UP
21559700

Interton A/S

Lautrupbjerg 7
DK-2750
Ballerup

DENMARK

May tr¢ thinh

MV290-DW

HI,MV290-DW ,MBL
21585702
HI,MV290-DW,DBR
21585704
HI,MV290-DW,BGE
21585705
HIL,MV290-DW.,BLK
21585708
HI,MV290-DW,STRL
GRY 21585720

Interton A/S

Lautrupbjerg 7
DK-2750
Ballerup

DENMARK

10

May tro thinh

MV390-DW

HI,MV390-DW,MBL
21630802
HI,MV390-DW,DBR
21630804
HI,MV390-DW,BGE
21630805
HI,MV390-DW,BLK
21630808
HI,MV390-DW,STRL
GRY 21630820

Interton A/S

Lautrupbjerg 7
DK-2750
Ballerup

DENMARK




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu cé)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

11

May tro thinh

MV490-DW

HI,MV490-DW ,MBL
21584902
HI,MV490-DW,DBR
21584904
HI,MV490-DW,BGE
21584905
HI,MV490-DW,BLK
21584908
HI,MV490-DW,STRL
GRY 21584920

Interton A/S

Lautrupbjerg 7
DK-2750
Ballerup

DENMARK

12

May tr¢ thinh

MV690-DW

HIL,MV690-DW . MBL
21584802
HI,MV690-DW,DBR
21584804
HI,MV690-DW,BGE
21584805
HIL,MV690-DW,.BLK
21584808
HIL,MV690-DW,STRL
GRY 21584820

Interton A/S

Lautrupbjerg 7
DK-2750
Ballerup

DENMARK

13

May tro thinh

MV261-DRW

HI,MV261-DRW ,MBL
21585102
HI,MV261-DRW,DBR
21585104
HI,MV261-DRW,BGE
21585105
HI,MV261-DRW,BLK
21585108
HI,MV261-DRW,STRL
GRY 21585120

Interton A/S

Lautrupbjerg 7
DK-2750
Ballerup

DENMARK




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

14

May tro thinh

MV361-DRW

HIL,MV361-DRW,MBL
21583302
HI,MV361-DRW,DBR
21583304
HIL,MV361-DRW,BGE
21583305
HIL,MV361-DRW,BLK
21583308
HIL,MV361-DRW,STRL
GRY 21583320

Interton A/S

Lautrupbjerg 7
DK-2750
Ballerup

DENMARK

15

May trg thinh

MV461-DRW

HI,MV461-DRW ,MBL
21583202
HI,MV461-DRW,DBR
21583204
HI,MV461-DRW,BGE
21583205
HI,MV461-DRW,BLK
21583208
HI,MV461-DRW,STRL
GRY 21583220

Interton A/S

Lautrupbjerg 7
DK-2750
Ballerup

DENMARK

16

May tr¢ thinh

MV661-DRW

HI,MV661-DRW ,MBL
21583102
HI,MV661-DRW,DBR
21583104
HI,MV661-DRW,BGE
21583105
HI,MV661-DRW,BLK
21583108

Interton A/S

Lautrupbjerg 7
DK-2750
Ballerup

DENMARK




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

HIL,MV661-DRW,STRL
GRY 21583120

17

May tr¢ thinh

MV361-DRWC

HI,MV361-DRWC,MBL
22087902
HI,MV361-DRWC,DBR
22087904
HI,MV361-DRWC,BGE
22087905
HI,MV361-DRWC,BLK
22087908
HI,MV361-DRWC,STRL
GRY 22087920

Interton A/S

Lautrupbjerg 7
DK-2750
Ballerup

DENMARK

18

May tro thinh

MV461-DRWC

HI,MV461-DRWC,MBL
21583802
HI,MV461-DRWC,DBR
21583804
HI,MV461-DRWC,BGE
21583805
HI,MV461-DRWC,BLK
21583808
HI,MV461-DRWC,STRL
GRY 21583820

Interton A/S

Lautrupbjerg 7
DK-2750
Ballerup

DENMARK

19

May tro thinh

MV661-DRWC

HI,MV661-DRWC,MBL
21583702
HI,MV661-DRWC,DBR
21583704
HI,MV661-DRWC,BGE
21583705
HI,MV661-DRWC,BLK

Interton A/S

Lautrupbjerg 7
DK-2750
Ballerup

DENMARK




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

21583708
HI,MV661-DRWC,STRL
GRY 21583720




