SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

TP HO CHi MINH Poc lap - Tu do - Hanh phic

THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000984/PCBA-HCM
Ngay cong bo: 09/06/2026

1. Tén co s cong bd: CONG TY TNHH THUONG MAI DICH VU AN
KHANG PHAT ’ , o
2. bia chi: S6 13, Puong s6 67, Khu pho 1, Phuong Cat Lai, Thanh pho HO
Chi Minh

3. S6 vin ban cuia co so: 004/AKP-HOY A-2026 Ngay: 04/06/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té&: Trong kinh can vién loan

Tén thuong mai (néu c6): Trong kinh Levalens

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

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich str dung: Dung dé lap vao gong kinh khic phuc Tat Khic Xa
Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

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

5. Doi véi thiét bi y té chtra chat ma tay, tién chét (néu co):

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

Tén chu s¢ hiru: HOYA LEN(S) PTE LTD

bia chi chu sé hitu: 1 Lorong 2 Toa Payoh, #06-01, Braddell House,
Singapore 319637, SINGAPORE

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

8. SO cong bo du di€u kién san xuat doi voi thiét bi y t€ san xuat trong nudc:



. Thanh phén hd so:

1 | Van ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A.

2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485

3 | Gidy uy quyén cta chi s¢ hiru thiét bi y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu mo ta tom tat k§ thuat thiét bi y te bang tiéng Viét, kém theo
tai liéu k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy ching nhén hop chuéan hodc ban tiéu chuan ma chu so hiru thiét
biy t€ cong bo ap dung

7 | Tai liéu huéng dan st dung cta thiét bi y té

8 | MAu nhin thiét bj y té

9 Giéy chtirng nhén luu hanh ty do con hi¢u lyc tai thoi diém ndp ho so

dbi voi thiét bi y té nhap khau.




BANG KE CHI TIET TRANG THIET BI Y TE
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THIET BI Y TE LOAI (NEU CO)| (NEU O) SAN XUAT NUO(IZI %II-IJU SO BAO HANH BAO HANH
Levalens Asp Levalens AS Zhenjiang Benson HOYA LEN(S) PTE  [An Khang Phat  |S4 13, Pudng sé
1 |1.56 Blue Control|156 BC Optical Glasses Co., LTD; Singapore Co., Ltd 67, Khu phé 1, P.
Ltd, Trung Qudc Cat Lai, Tp HCM
Levalens Asp Levalens AS Zhenjiang Benson HOYA LEN(S) PTE  [An Khang Phat  |S4 13, Puong sé
2 |1.60 Blue Control{160 BC Optical Glasses Co., LTD; Singapore Co., Ltd 67, Khu phé 1, P.
Ltd, Trung Quédc Cat Lai, Tp HCM
Levalens Asp Levalens AS Zhenjiang Benson HOYA LEN(S) PTE  [An Khang Phat  |S4 13, Pudng sé
3 |1.67 Blue Control{167 BC Optical Glasses Co., LTD; Singapore Co., Ltd 67, Khu phé 1, P.
Ltd, Trung Qudc Cat Lai, Tp HCM
Levalens Photo  |Levalens Zhenjiang Benson HOYA LEN(S) PTE  [An Khang Phat  |S4 13, Pudng sé
4 |Grey Asp 1.56 Grey AS Optical Glasses Co., LTD; Singapore Co., Ltd 67, Khu phé 1, P.
Blue Control 156 BC Ltd, Trung Qudc Cat Lai, Tp HCM
Levalens Photo  |Levalens Zhenjiang Benson HOYA LEN(S) PTE  [An Khang Phat  |S4 13, Pudng sé
5 |Brown Asp 1.56 [Brown AS Optical Glasses Co., LTD; Singapore Co., Ltd 67, Khu phé 1, P.
Blue Control 156 BC Ltd, Trung Qudc Cat Lai, Tp HCM
Levalens Photo  |Levalens Zhenjiang Benson HOYA LEN(S) PTE  [An Khang Phat  |S4 13, Pudng sé
6 |Blue Asp 1.56 Blue AS 156 Optical Glasses Co., LTD; Singapore Co., Ltd 67, Khu phé 1, P.
Blue Control BC Ltd, Trung Qudc Cat Lai, Tp HCM
Levalens Photo  |Levalens Zhenjiang Benson HOYA LEN(S) PTE  [An Khang Phat  |[S4 13, Puong sé
7 |Pink Asp 1.56 Pink AS 156 Optical Glasses Co., LTD; Singapore Co., Ltd 67, Khu phé 1, P.
Blue Control BC Ltd, Trung Qudc Cat Lai, Tp HCM




