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: 260001448/ PCBB-HCM
Ngay cong bo: 18/05/2026

1. Tén co s cong bd: CONG TY TNHH THINH GIAC NHAN Al

2. bia chi: Tang 14, tda nha Vimedimex, s6 246 Puong Céng Quynh, Phuong
Bén Thanh, Thanh phd H6 Chi Minh

3. S6 vin ban cua co so: 02/ENN_2026 Ngay: 12/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: MAY TRO THINH

Tén thuong mai (néu c6): EASYHEAR

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: 501L, 501R, 503L, 503R, 505L, 505R, 506L, 506R, 901B, 901R,
903B, 903R, 905B, 905R, 906B, 906R, EH03, EH521L, EH521R, EH522L,
EH522R, EH523L, EH523R, EH525L, EH525R, EH526L, EH526R, EH528L,
EHS528R, EH581L, EH581R, EH582L, EH582R, EH583L, EH583R, EH585L,
EH585R, EH586L, EH586R, EH588L, EH588R, EH921L, EH921R, EH922L,
EH922R, EH923L, EH923R, EH925L, EH925R, EH926L, EH926R, EH928L,
EH928R, EH981L, EH981R, EH982L, EH982R, EH983L, EH983R, EH985L,
EH985R, EH986L, EH986R, EH988L, EH988R, EH812B, EH808B,
EH806B, EH304C, EH302C, EHO1, EHO02

M3 san pham (néu co):

Theo phu luc

Quy cach dong goi: Cai

Muc dich sir dung: DAy 1a thiét bi y t& dung dé deo nhim muc dich hd trg cho
nguoi bi mat hodc giam thinh Iyc. San pham nay khong duy tri hoac ho tro su
song.

Tén co so san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan co s&



5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu co):
6. Thong tin vé cha so hitu thiét bi y té:
Tén chi s¢ hitu: LOGITAL CO. LIMITED

bia chi chu s¢ hitu: Flat/Rm 01-02, 16/F, Times Tower, 928-930 Cheung Sha
Wan Road, Lai Chi Kok, Kowloon, Hong Kong, HONG KONG

7. Thong tin vé co s& bao hanh (néu co):
Tén co sé: Cong ty TNHH Thinh gidc Nhan Ai

Dia chi: Lau 14, Toa nha Vimedimex, 36,246, duong Cong Quynh, Phuong
Bén Thanh, TP H6 Chi Minh, Phuong Bén Thanh, Thanh phé H6 Chi Minh

Dién thoai cb dinh: 02839258822 Dién thoai di dong:
8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
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 chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy 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 liéu ky thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Giay ching nhén hop chuén hogc ban tiéu chuan ma chu sé hitu thiét |
bi y té cong bd ap dung

7 G}ay chufng nhan l}ru hanh tu do con hi¢u lyc tai thoi diém ndp ho so X
doi voi thiét bi y t€ nhap khau.

8 | Tai liéu khac (néu co) X




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 TRO
THINH

501L, 501R, 503L, 503R,
505L, 505R, 506L, 506R,
901B, 901R, 903B, 903R,
905B, 905R, 906B, 906R,
EHO03, EH521L, EH521R,
EH522L, EH522R,
EH523L, EH523R,
EH525L, EH525R,
EH526L, EH526R,
EH528L, EH528R,
EH581L, EH581R,
EH582L, EH582R,
EH583L, EH583R,
EH585L, EH585R,
EH586L, EH586R,
EH588L, EH588R,
EH921L, EH921R,
EH922L, EH922R,
EH923L, EH923R,
EH925L, EH925R,
EH926L, EH926R,
EH928L, EH928R,
EH981L, EH981R,
EH982L, EH982R,
EH983L, EH983R,
EH985L, EH985R,
EH986L, EHI86R,
EH988L, EHI88R

Cai

Logital Co.
Limited

Flat/Rm 01-02,
16/F, Times
Tower, 928-930
Cheung Sha
Wan Road, Lai
Chi Kok,
Kowloon, Hong
Kong

HONG KONG

MAY TRO

EH&12B, EH808B,

Cai

Logital Co.

Flat/Rm 01-02,

HONG KONG




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

Nuwdce san xuat

STT| Tén thiét biy té Chung loai (Néu c6) dorAlg goi san xuit san xuit
(Néu cd)
16/F, Times
Tower, 928-930
Cheung Sha
THINH Eggggg’ 5;1(3)(1)4%}102 Limited Wan Road, Lai
’ ’ Chi Kok,

Kowloon, Hong

Kong




