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: 260001465/PCBB-HCM
Ngay cong bo: 18/05/2026

1. Tén co SO cong bd: CONG TY TNHH DICH VU TRO THINH QUANG
bUC

2. bia chi: 384 Cach Mang Thang Tam, Phuong Tan Son Nhét, Thanh phd Ho
Chi Minh

3. S6 vin ban cua co so: 2204/2026-VBCBB Ngay: 13/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: Bo xtr Iy am thanh bén ngoai Neuro 2

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:

Muyc dich str dung: Bo xur ly am thanh Neuro 2 (céu hinh cao cép, sac va pin
dung 1 lén) tuong thich véi dién cuc ¢ tai Neuro, dugc st dung dé khoi phuc
thinh luc cho ngudi mét thinh lyc than kinh trong cudc sdng hang ngay cua ho.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016

5. B6i voi thiét bi y té chira cht ma tay, tién chit (néu co):

6. Thong tin vé chu s& hitu thiét bi y té:

Tén chu s& hiru: Oticon Medical

Dia chi chu sé hiru: 2720 Chemin Saint-Bernard, 06220 Vallauris, FRANCE
7. Thong tin vé co s& bao hanh (néu co):



Tén co sé: CONG TY TNHH DICH VU TRO THINH QUANG bUC

bia chi: 384 Cach Mang Thang Tam, Phuong Tan Son Nhat, Thanh phé HO
Chi Minh

Pién thoai ¢b dinh: 0903 74 6699 Dién thoai di dong: 0903746699
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

< = 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) (Néu c6) san xuat san xuat
B6 x1r Iy 4am thanh .
hoan chinh bén | C063 . _|?720 Chemin
1 neodi Neuro 2 231926 Oticon Medical | Saint-Bernard, |FRANCE
& b 06220 Vallauris
B xtr Iy am thanh .
hoan chinh bén | C090 . _|?720 Chemin
2 noodi Neuro 2 231927 Oticon Medical | Saint-Bernard, | FRANCE
& 06220 Vallauris
B0 xtr Iy am thanh .
hoan chinh bén | C091 . _|?720 Chemin
3 neodi Neuro 2 231928 Oticon Medical | Saint-Bernard, |FRANCE
& 06220 Vallauris
B xtr Iy am thanh .
hoan chinh bén | C093 . _|?720 Chemin
4 neodi Neuro 2 231931 Oticon Medical | Saint-Bernard, | FRANCE
& 06220 Vallauris
B0 xtr Iy am thanh .
co bén bén ngoai | C063 . . |2720 Chemin
5 Neuro 2 232071 Oticon Medical | Saint-Bernard, |FRANCE
06220 Vallauris
B xtr Iy am thanh .
co ban bén ngoai | C090 . . 27.20 Chemin
6 Neuro 2 232072 Oticon Medical | Saint-Bernard, | FRANCE
06220 Vallauris
B6 xtr Iy am thanh | C093 i ) 2720 Chemin
7 | co ban bén ngoai 232073 Oticon Medical | g,in¢ B ernard, FRANCE




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) (Néu c6) san xuat san xuat
Neuro 2 06220 Vallauris
B xtr Iy am thanh .
duphongbén | C063 . _|2720 Chemin
8 neodi Nedro 2 226131 Oticon Medical | Saint-Bernard, |FRANCE
g0 euro 06220 Vallauris
B6 x1r Iy am thanh .
duphongbén | C090 . _|2720 Chemin
9 neodi Neuro 2 226132 Oticon Medical | Saint-Bernard, | FRANCE
8 06220 Vallauris
B xtr Iy am thanh .
duphongbén | C091 . _|2720 Chemin
10 neodi Nedro 2 226133 Oticon Medical | Saint-Bernard, |FRANCE
g0 euro 06220 Vallauris
B0 xtr Iy am thanh .
du phong bén C093 . . |2720 Chemin
11 226135 Oticon Medical | Saint-Bernard, | FRANCE

ngoai Neuro 2

06220 Vallauris




