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THONG TIN

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

S6 cong bd: 260000052/PCBA-BN
Ngay cong bod: 20/06/2026

1. Tén co s& cong bé: CONG TY CO PHAN OPTILUXE

2. Pia chi: $6 261 duong Tran Phu, Phuong Tir Son, Tinh Bac Ninh
3. S6 vin ban cua co so: 01.2026/CBA-OTL Ngay: 19/06/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Trong kinh mét (can, vién, loan)

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature — GMDN (néu co):
Chung loai: Theo phu luc

Ma san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich sir dung: Trong kinh can, vién, loan duoc sir dung lam thiét bj hd tro
thi gidc d€ khac phuc cac khiém khuyét vé thi luc nhu can thi, vién thi va loan
thi.

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan nha san xuét

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 chi s¢ hitu: DANYANG FREEDOM OPTICAL GLASSES CO., LTD

Dia chi chu s¢ hitu: NO. 6 TTANLU ROAD, DANYANG, JIANGSU
PROVINCE, CHINA

7. Thong tin vé co s& bao hanh (néu co):
Tén co sé: CONG TY CO PHAN OPTILUXE



Dia chi: S6 261 duong Tran Phu, Phuong Tir Son, Tinh Bic Ninh

Pién thoai ¢ dinh: 0919996686  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 | Van ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. 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 | Tai liéu hudéng dan st dung cua thiét bi y té X
8 | MAu nhin thiét bj y té X

9 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.




BANG KE CHI TIET TRANG THIET BI'Y TE

. CHUNG TEN CO SO SAN TEN CO SO CHU SO . L
sr1| JENTRANG || 0AISAN| XUAT/HANG,NUGC | HUU/HANG,NUGC | TENCOSOBAO | pis cHi cOSG BAO
THIETBIYTE | pyAm SAN XUAT CHU SO HUU HANH HANH
e DANYANG FREEDOM | DANYANG FREEDOM | . s S5 261 duong Tran Phu,
1 (T Tong .limhl mat) 1.49 OPTICAL GLASSES OPTICAL GLASSES CONSPTT¥L%?(%HAN Phuong Tir Son, Tinh Béc
can, vien, foan CO.,LTD/ Trung Quéc | CO.,LTD/ Trung Quéc Ninh, Viét Nam
o DANYANG FREEDOM | DANYANG FREEDOM | - - S5 261 duong Tran Phu,
2 (T g‘l’ln% llzlrrl‘hl;‘;it) 1.50 OPTICAL GLASSES OPTICAL GLASSES CONgPTT¥L%?(%HAN Phuong Tir Son, Tinh Béc
can, P CO., LTD/ Trung Quoc | CO., LTD/ Trung Qudc Ninh, Viét Nam
e DANYANG FREEDOM | DANYANG FREEDOM | .« o S5 261 duong Tran Phu,
3 (T o lklrrllhl n;it) 1.523 | OPTICAL GLASSES | OPTICAL GLASSES CONSPTT¥L%?(%HAN Phuong Tur Son, Tinh Béc
can, vien, foz CO.,LTD/ Trung Quéc | CO.,LTD/ Trung Quéc Ninh, Viét Nam
o DANYANG FREEDOM | DANYANG FREEDOM | - - S5 261 duong Tran Phu,
4 (T Tong .limhl mat) 1.56 OPTICAL GLASSES OPTICAL GLASSES CONSPTT¥L%?(%HAN Phudng Tir Son, Tinh Béc
can, vien, foan CO.,LTD/ Trung Quéc | CO.,LTD/ Trung Quéc Ninh, Viét Nam
e DANYANG FREEDOM | DANYANG FREEDOM | o S5 261 duong Tran Phu,
5 (Z o Eﬁlhl;‘;it) 1.60 OPTICAL GLASSES OPTICAL GLASSES CONSPTT¥L%?(%HAN Phudng Tir Son, Tinh Béc
T P CO., LTD/ Trung Quoc | CO., LTD/ Trung Qudc Ninh, Viét Nam
e DANYANG FREEDOM | DANYANG FREEDOM | . o S5 261 duong Tran Phu,
6 (T o lklrrllhl “;it) 1.61 OPTICAL GLASSES | OPTICAL GLASSES CONSPTT¥L%?(%HAN Phudng Tir Son, Tinh Bfc
cen, vien, 103 CO.,LTD/ Trung Quéc | CO.,LTD/ Trung Quéc Ninh, Viét Nam
o DANYANG FREEDOM | DANYANG FREEDOM | - - S5 261 duong Tran Phu,
7 (T Tong .limhl mat) 1.67 OPTICAL GLASSES OPTICAL GLASSES CONSPTT¥L%?(%HAN Phuong Tir Son, Tinh Béc
can, vien, foan CO.,LTD/ Trung Quéc | CO.,LTD/ Trung Quéc Ninh, Viét Nam
e DANYANG FREEDOM | DANYANG FREEDOM | .« o S5 261 duong Tran Phu,
8 (T o lklrrllhl n;it) 170 OPTICAL GLASSES | OPTICAL GLASSES CONSPTT¥L%?(%HAN Phuong Tur Son, Tinh Béc
cen, vien, 103 CO.,LTD/ Trung Quéc | CO.,LTD/ Trung Quéc Ninh, Viét Nam
o DANYANG FREEDOM | DANYANG FREEDOM | . s S5 261 duong Tran Phu,
9 (T Tong .limhl mat) 1.71 OPTICAL GLASSES OPTICAL GLASSES CONSPTT¥L%?(%HAN Phuong Tir Son, Tinh Béc
can, vien, foan CO.,LTD/ Trung Quéc | CO.,LTD/ Trung Quéc Ninh, Viét Nam
e DANYANG FREEDOM | DANYANG FREEDOM | o S5 261 duong Tran Phu,
1o | TrongKinh mat 1.74 OPTICAL GLASSES OPTICAL GLASSES | CONGTY COPHAN | b} 5o Tir Son, Tinh Bac
(cén, vien, loan) OPTILUXE

CO., LTD/ Trung Quéc

CO., LTD / Trung Qudc

Ninh, Viét Nam




