SGY TE TP HO CHi MiNg CONG HOA XA HQI CHU NGHIA VIET NAM
Déc lap - Tu do - Hanh phic

THONG TIN

Ho so cong bd tiéu chuin ap dung ciia thiét bi y té thudc loai B

S6 cong bd: 250001867/PCBB-HCM
Ngay cong bd: 02/07/2025

1. Tén co s& cong bé: CONG TY CO PHAN THIET BI Y TE AU CHAU
2. Piachi: L17-11 Tang 17, Toa nha Vincom Center, SO 72 L& Thanh Ton,
Phuong Bén Nghé, Quan 1, Thanh phé Ho6 Chi Minh

3. S6 van ban cua co so: 03/2025/AUCHAU-CBB Ngay: 26/06/2025

4. Thiét b y té thudc loai B

Tén thiét bi y té: May tro thinh gin ngoai tai

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature — GMDN (néu c6):

Chung loai: Theo phu luc

M3 san pham (néu c6):

Theo phu luc

Quy cach dong goi:

Muc dich str dung: Dung dé hd trg ngudi bi giam thinh lyc. Khuéch dai 4m
thanh cho tai.

Tén co s san xuat: Theo phu luc

Dia chi co s& san xuét: Theo phu luc

Tiéu chuan chat luong san pham 4p dung: Tiéu chudn nha san xuit

5. D4i véi thiét bi y té chira chat ma tity, tién chat (néu c6):

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

Tén chu sé hitu: DIGIMAX INNOVATIVE PRODUCTS LTD.

bia chi chu sé hiru: 2F, No. 196, Sec. 2, Zhongxing Rd., Xindian Dist., New
Taipei City 231, TAIWAN, PROVINCE OF CHINA

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

Tén co so: Cong ty cd phan Thiét bi y té Au Chau



Dia chi: L17-11 Tang 17, Toa nha Vincom Center, S5 72 Lé Thanh Tén,
Phuong Bén Nghé, Quan 1, Thanh phdé H6 Chi Minh

Dién thoai ¢ dinh: 028 3835 8249 Pién thoai di dong:
8. S6 cong bd du didu kién san xudt ddi voi thiét bi y té san xuit trong nudce:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuin quan 1y chit luong ISO 13485 X
3 | Gidy iy quyén cua chi s hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

tai liéu ky thudt mo ta chirc nang, thong s6 ky thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Giay ching nhén hop chuén hodc ban tiéu chuan ma chu s¢ hiru thiét | «
bi y té cong bd ap dung

7 G}ay chu:ng nhan l}ru hanh tur do con hiéu luc tai thoi diém nop ho so X
do1 voi thiét bi y t€ nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

’ ’ - ] QUY CACH , , )
STT| TENTRANG THIET BIY TE CHUNG LOAI MA SAN KgaM PONG GOI | TEN CO SO SAN XUAT | DIA CHIi CO SO SAN XUAT Nuoc
: (Néu cd) £ SAN XUAT
(Néu cd)
| | My tro thinh gén ngodi tai UP-6EF DIGISINE ENERGYTECH g;i‘l’l'ei“gﬁf’ é%éls}f(e;iid; TAIWAN, PROVINCE OF
- CO., LTD. ) Q0 Mg |CHINA
City
5 |Méy tro thinh gan ngodi tai UP-6EL DIGISINE ENERGYTECH gf;i‘l’l'ei“gﬁf’ ggsgﬁidﬁ TATWAN, PROVINCE OF
" CO., LTD. ) > OU0, e CHINA
City
; | Méy tro thinh gén ngoai tai UP-6SE DIGISINE ENERGYTECH g;i‘}’l'ei“g;gf’ ggsll?;:)gh;l{id; TAIWAN, PROVINCE OF
) CO., LTD. ) > S0, e ICHINA
City
4 |Méy tro thinh gén ngodi tai UP-6EN DIGISINE ENERGYTECH g;i‘}’l‘ei‘gif’ ;ggsgziggﬁ TAIWAN, PROVINCE OF
CO., LTD. ) » 800, & |cHINA
City
5 | Méy tro thinh gin ngoai tai UP-6ERD DIGISINE ENERGYTECH g&iﬁeﬁ%ﬁf’ ggs;e;)ghgﬁﬁ TAIWAN, PROVINCE OF
) CO., LTD. ) - o0, &  |cHINA
City
s |Méy tro thinh gin ngoai tai UP-6ES2 DIGISINE ENERGYTECH g;i%;“g;gf’ ?&g?ﬁ;ﬁ; TAIWAN, PROVINCE OF
- CO., LTD. ) o gl & |cHINA
City
5 | Méy tro thinh gén ngodi tai UP-6EAS DIGISINE ENERGYTECH garlf‘l’l i“gff’ ggs?f;i%d; TAIWAN, PROVINCE OF
" CO., LTD. 1anzach LIS, 6Ub, RAONSIUNE - eNA
City
o |Méy tro thinh gin ngodi tai UP-6ERE DIGISINE ENERGYTECH g‘f rll\l‘l’l i‘gff’ ;ggs?fniidﬁ TATWAN, PROVINCE OF
" CO., LTD. 1anzhch LIS, oUb, RAONSIUNE oA
City
o |Méy tro thinh ghn ngoai tai UP-6542 DIGISINE ENERGYTECH éf;i%‘ei“g;gf’ ggsll?;:)gh;l{id; TAIWAN, PROVINCE OF
) CO., LTD. ) > S0, e CHINA
City
1o |Méy tro thinh gén ngodi tai UP-6543 DIGISINE ENERGYTECH g;i‘l’l‘ei“gif’ ;ggsgziggﬁ TAIWAN, PROVINCE OF
" CO., LTD. ) » &0, & |cHINA
City
11 [Méy tro thinh gén ngodi tai UP-6544 DIGISINE ENERGYTECH g&iﬁeﬁ%}? ggsif;)ghgﬁﬁ TAIWAN, PROVINCE OF
) CO., LTD. ) - o0, & |cHINA
City
My tro thinh gin ngodi tai DIGISINE ENERGYTECH | 4> No- 248-26, Xinsheng Rd., | 1, A N PROVINCE OF
12 UP-6545 Qianzhen Dist., 806, Kaohsiung
CO., LTD. . CHINA
City
13 |Méy tro thinh gén ngodi tai RS DIGISINE ENERGYTECH garlf‘l’l i“gff’ ggs?f;i%d; TAIWAN, PROVINCE OF
\ CO., LTD. 1anzach LIS, 6Ub, RAONSIUNE oA
City
14 | May trg thinh gén ngoai tai UP-6E6 DIGISINE ENERGYTECH | 4F, No. 248-26, Xinsheng Rd., TAIWAN, PROVINCE OF




Qianzhen Dist., 806, Kaohsiung

CO., LTD. . CHINA
City
|5 |Méy tro thinh gn ngodi tai UP-6EC DIGISINE ENERGYTECH gafi’l i4]§}2t6’ éf)‘gsg?%lRid; TAIWAN, PROVINCE OF
) CO., LTD. [anzich LISt SUb, RAOhSIUNE oA
City
|6 |Méy tro thinh gén ngodi tai UP-6E2 DIGISINE ENERGYTECH g N‘fl' 24§T2t6’ éggsg““il{.d" TAIWAN, PROVINCE OF
- CO, LTD. ‘anz en ist., , Kaohsiung CHINA
City
My tro thinh ghn ngodi tai DIGISINE ENERGYTECH | > No. 248-26, Xinsheng Rd., | 1\ iwA N PROVINCE OF
17 UP-6ER7 Qianzhen Dist., 806, Kaohsiung
CO., LTD. . CHINA
City
May tro thinh gin ngoai tai DIGISINE ENERGYTECH | F> No. 248-26, Xinsheng Rd,, TAIWAN, PROVINCE OF
18 UP-6EKA Qianzhen Dist., 806, Kaohsiung
CO., LTD. . CHINA
City
May trg thinh gén ngoai tai DIGISINE ENERGYTECH | F> No. 248-26, Xinsheng Rd, TAIWAN, PROVINCE OF
19 UP-6EKX Qianzhen Dist., 806, Kaohsiung
CO., LTD. . CHINA
City
My tro thinh gin ngodi tai DIGISINE ENERGYTECH | 4> No. 248-26, Xinsheng Rd., | 1\ 1iwA N PROVINCE OF
20 UP-6E7X Qianzhen Dist., 806, Kaohsiung
CO., LTD. : CHINA
City
51 | Méy tro thinh gin ngoai tai . DIGISINE ENERGYTECH gafi’l i4]§}2t6’ éf)‘gsg?%lRid; TAIWAN, PROVINCE OF
; CO., LTD. 1anzich LISt SUb, RAOhSIUNEeNA
City
My tro thinh gin ngoai tai DIGISINE ENERGYTECH | > No. 248-26, Xinsheng Rd., | 1 ywA N PROVINCE OF
22 UP-6SXX Qianzhen Dist., 806, Kaohsiung
CO., LTD. . CHINA
City
My tro thinh ghn ngodi tai DIGISINE ENERGYTECH | > No. 248-26, Xinsheng Rd., | 1\ ywA N PROVINCE OF
23 UP-6SZX Qianzhen Dist., 806, Kaohsiung
CO., LTD. . CHINA
City
May tro thinh gin ngoai tai DIGISINE ENERGYTECH | F> No. 248-26, Xinsheng Rd,, TAIWAN, PROVINCE OF
24 UP-6SY5 Qianzhen Dist., 806, Kaohsiung
CO., LTD. . CHINA
City
15 | Méy tro thinh gén ngodi tai ko DIGISINE ENERGYTECH 2‘;’ N(f{ 24§T2t6’ ;ggs}lfn%l}{‘d" TAIWAN, PROVINCE OF
- CO, LTD. }anz €n ist., , Kaohnsiung CHINA
City
My tro thinh gin ngodi tai DIGISINE ENERGYTECH | > No. 248-26, Xinsheng Rd., | 1 1iwA N PROVINCE OF
26 DP-6B7XX CO.. LTD Qianzhen Dist., 806, Kaohsiung CHINA

City
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