SO'Y TE HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

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

S6 cong bd: 250001422/PCBA-HN
Ngay cong bo: 08/07/2025

1. Tén co s& cong bé: CONG TY TNHH CONG NGHE QUANG HOC VIET
NAM

2. Pia chi: Sb 63 phé Lé Duan, Phuong Cira Nam, Quan Hoan Kiém, Thanh
phd Ha Noi

3. S6 vin ban cua co so: 01/25/ VNOPTICTECH Ngay: 08/07/2025

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Mat kinh can, vién, loan

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:

Muc dich str dung: Piéu chinh tat khuc xa cén, vién, loan

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuin nha san xuét
5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s¢ hiru: JIANGSU CREASKY OPTICAL CO.,LTD.

bia chi chu sé hiru: No.198 Danfu Road, Danyang City, Jiangsu Province,
CHINA

7. Thong tin vé co s& bao hanh (néu co):
Tén co so: CONG TY TNHH CONG NGHE QUANG HOQC VIET NAM



Dia chi: S6 63 phd Lé Duan, Phuong Ctra Nam, Quéan Hoan Kiém, Thanh ph
Ha Noi

Dién thoai ¢d dinh: 02438221225 Pién 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 | Vin ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy iy quyén cta chi sd 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 | Tai liéu huéng dan sir dung cta thiét bi y té X
8 | Mau nhian thiét bi y té X

9 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.
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JIANGSU CREASKY OPTICAL  |JIANGSU CREASKY CONGTY TNHH [ oo o
1| Mt kinh can. vidn 1 1.71MR SP/ASP UV400 CO.LTD./N0.198 Danfu Road, ~ [OPTICAL CO.LTD./N0.198 |CONG NGHE C°, N;’m" o “sg’én ;‘Z“g
dtkinh can, vien, loan UC/HC/HMC/SHMC/SHME-+EP Danyang City, Jiangsu Province, | Danfu Road, Danyang City, ~ | QUANG HQC vIET |SU@ Nam, Quan. em,
" . by Thanh pho Ha Noi
China Jiangsu Province, China NAM
JIANGSU CREASKY OPTICAL  |JIANGSU CREASKY CONGTY TNHH [ oo o
2 | Mt inh cin. vizn. 1 1.71MR SP/ASP BLUECUT UV420 CO.LTD./N0.198 Danfu Road, ~ [OPTICAL CO.LTD./N0.198 |CONG NGHE C°, N;’m" o “sg’én ;‘Z“g
at kinh can, vién, loan UC/HC/HMC/SHMC/SHME-+EP Danyang City, Jiangsu Province, | Danfu Road, Danyang City, ~ | QUANG HOQC vIET |SU@ Nam, Quan. em,
" . by Thanh pho Ha Noi
China Jiangsu Province, China NAM
JIANGSU CREASKY OPTICAL  |JIANGSU CREASKY CONG TY TNHH . £ s A
o S0 63 pho L& Duan, Phuong|
2 Mt kinh can. vidn 1 1.71MR PROGRESSIVE SP/ASP UV400/BLUECUT CO..LTD./ No.198 Danfu Road,  |OPTICAL CO.,LTD./No.198 |CONG NGHE i Narm. Oun. Hodn Kid
dtkinh can, vién, loan UV420 UC/HCIHMC/SHMC/SHMC+EP Danyang City, Jiangsu Province, | Danfu Road, Danyang City, | QUANG HOC vigT |CU2 Nam, Quan. em,
" N > Thanh pho Ha N6i
China Jiangsu Province, China NAM
JIANGSU CREASKY OPTICAL  |JIANGSU CREASKY CONGTY TNHH [ oo o
o |t kinh can. vidn. 1 1.71MR SP/ASP ClearBase BlueCut UV420 CO.LTD./ No.198 Danfu Road, ~ |OPTICAL CO.,LTD/N0.198 |CONG NGHE C", N;’m" . “S‘;*é n ]f_?“g
at kinh can, vien, loan HC/HMC/SHMC/SHMC+EP Danyang City, Jiangsu Province, | Danfu Road, Danyang City, | QUANG HOC VIET |2 Nam, Quén. em,
" N > Thanh pho Ha N6i
China Jiangsu Province, China NAM
1.71MR SPJASP ClearBase SPIN PHOTO- JIANGSU CREASKY OPTICAL  JIANGSU CREASKY CONGTY TNHH ¢ 63 bhé Lé Duin, Phuong
T, CO.,LTD./ No.198 Danfu Road,  |OPTICAL CO.LTD./No.198 |CONG NGHE iy _omam e
5 |Mat kinh can, vién, loan Grey/Brown/Green/Blue/Pink/Orange/yellow/Purple/Red PR, N . T Ciua Nam, Quan Hoan Kiém,
Danyang City, Jiangsu Province, Danfu Road, Danyang City, QUANG HOC VIET N NN
HC/HMC/SHMC " ) A ¢ Thanh phé Ha Noi
China Jiangsu Province, China NAM
1.71MR SP/ASP ClearBase BlueCut UV420 SPIN JIANGSU CREASKY OPTICAL  |JIANGSU CREASKY CONGTYTNHH |60 ot
6 | Mt Kinh cin. vidn. loan PHOTO- CO.LTD./No.198 DanfuRoad, ~ [OPTICAL CO.LTD./N0.198 |CONG NGHE C"m e Quin o Kide
can, vien, fod Grey/Brown/Green/Blue/Pink/Orange/yellow/Purple/Red Danyang City, Jiangsu Province, Danfu Road, Danyang City, QUANG HOQC VIET .n‘m"h h"" Hz‘.ul;l"i e
HC/HMC/SHMC China Jiangsu Province, China NAM phoHa No
JIANGSU CREASKY OPTICAL  |JIANGSU CREASKY CONGTYTNHH | o6 Duin, Phuong
7 | Mt kinh can, vién, loan 1.56 FLAT-TOP BLUECUT UV420 UC/HC/HMC/SHMC CO.LTD/No.198 DanfuRoad, | OPTICAL CO.LTD./No19§ | CONG NGHE Cira Nam, Quin Hoan Kiém,
Danyang City, Jiangsu Province, Danfu Road, Danyang City, QUANG HOC VIET N PRI
" . > Thanh pho Ha N6i
China Jiangsu Province, China NAM
JIANGSU CREASKY OPTICAL ~ |JIANGSU CREASKY CONG TY TNHH . ‘ 5 )
P, 156 ROUND-TOP PHOTO- CO.LTD./No.198 DanfuRoad, ~ [OPTICAL CO.LTD./N0.198 |CONG NGHE $0 63 pho Lé Duan, Phudng
8 |Mat kinh can, vién, loan Grey/Brown/Green/Blue/Pink/Orange/yellow/Purple/Red Danyang City, Jiangsu Province, Danfu Road, Danyang Ci UANG HOC VIET Cua Nam, Quan Hoan Kiém,
HC/HMC/SHMC/SHMC+EP nyang City, Jiang (I . Danyang City, Q PCVIED Thanh phé Ha Noi
China Jiangsu Province, China NAM
156 ROUND-TOP BLUECUT UV420 PHOTO- JANGSU CREASKY OPTICAL - |JIANGSU CREASKY CONGTY TNHH |5 63 phé Le Dudn, Phuong
L ) CO..LTD./ No.198 Danfu Road, ~ |OPTICAL CO.LTD./No.198 |CONG NGHE ) o e
9 [Mat kinh cén, vién, loan Grey/Brown/Green/Blue/Pink/Orange/yellow/Purple/Red Danyang City, Jiangsu Province, Danfu Road, Danyang City, QUANG HOC VIET Cira Nam, Quan Hoan Kiém,
HC/HMC/SHMC/SHMC+EP nyang City, Jiang (I ¢ » Danyang City, *1 | Thanh phé Ha Noi
China Jiangsu Province, China NAM
JIANGSU CREASKY OPTICAL  |JIANGSU CREASKY CONGTYTNHH | (s oo s Dudn, Phuong
10 | Mt kinh can, vién, loan 1.49 FLAT-TOP BLUECUTUV420 HC/HMC/SHMC CO.LTD/No.198 DanfuRoad, - |OPTICAL CO,LTD./N0198 |CONGNGHE |0 "N Quan Hoan Kiém,
Danyang City, Jiangsu Province, Danfu Road, Danyang City, QUANG HOC VIET N PRI
" ’ h ¢ Thanh phé Ha Noi
China Jiangsu Province, China NAM
JIANGSU CREASKY OPTICAL  |JIANGSU CREASKY CONG TY TNHH ¢ s B A
P, 149 FLAT-TOP PHOTO- CO.LTD./No.198 DanfuRoad, ~ [OPTICAL CO.LTD./N0.198 |CONG NGHE $0 63 pho Lé Duan, Phudng
11 |Mat kinh cén, vién, loan Grey/Brown/Green/Blue/Pink/Orange/yellow/Purple/Red Danyang City, Jiangsu Province, Danfu Road, Danyang Ci UANG HOC VIET Cua Nam, Quan Hoan Kiem,
HC/HMC/SHMC/SHMC+EP nyang City, Jiang (I  Danyang City, |Q PC VD Thanh phé Ha Noi
China Jiangsu Province, China NAM
1.49 FLAT-TOP BLUECUT UV420 PHOTO- JIANGSU CREASKY OPTICAL  |JIANGSU CREASKY CONGTY TNHH ¢ 63 bhé Lé Duin, Phuong
L - CO..LTD./ No.198 Danfu Road, ~ |OPTICAL CO.LTD./No.198 |CONG NGHE ) o e
12 |Mat kinh cén, vién, loan Grey/Brown/Green/Blue/Pink/Orange/yellow/Purple/Red Danyang City, Jiangsu Province, Danfu Road, Danyang City, QUANG HOC VIET Cira Nam, Quan Hoan Kiém,
HC/HMC/SHMC/SHMC+EP nyang City, Jiang (I ¢ » Danyang City, *1 | Thanh phé Ha Noi
China Jiangsu Province, China NAM
156 FLAT-TOP BLUECUT UV420 PHOTO- JANGSU CREASKY OPTICAL | JIANGSU CREASKY CONG TY TNHH |54 63 phé Le Dun, Phuong
P, - CO,,LTD./ No.198 Danfu Road,  |OPTICAL CO.LTD./No198 |CONG NGHE ) _ouam e
13 |Mat kinh cén, vién, loan Grey/Brown/Green/Blue/Pink/Orange/yellow/Purple/Red Danyang City, Jiangsu Province, Danfu Road, Danyang Ci QUANG HOC VIET Cua Nam, Quan Hoan Kiem,
HC/HMC/SHMC/SHMC+EP nyang City, Jiang (I  Danyang City, PC VD Thanh phé Ha Noi
China Jiangsu Province, China NAM
JIANGSU CREASKY OPTICAL  |JIANGSU CREASKY CONGTYTNHH | (s oo s Dudn, Phuong
14 Mt kinh can, vién, loan 1.49 ROUND-TOP HC/HMC/SHMC CO.LTD/No.198 Danfu Road,  |OPTICAL CO,LTD/No198 |CONGNGHE i Nam  Quan Hoan Kiém,
Danyang City, Jiangsu Province, Danfu Road, Danyang City, QUANG HOC VIET N PRI
" ’ h ¢ Thanh phé Ha Noi
China Jiangsu Province, China NAM
JIANGSU CREASKY OPTICAL  |JIANGSU CREASKY CONGTYTNHH | (s oo s Dudn, Phuong
15 |Mét kinh cin, vidn, loan 1.49 ROUND-TOP BLUECUT UV420 HC/HMC/SHMC CO.LTD/No.198 DanfuRoad,  |OPTICAL CO.,LTD./N0198 |CONGNGHE |0 "N Quan Hoan Kiém,
Danyang City, Jiangsu Province, Danfu Road, Danyang City, QUANG HOC VIET N FEDE.
" ’ A ; Thanh phé Ha Noi
China Jiangsu Province, China NAM
JIANGSU CREASKY OPTICAL  |JIANGSU CREASKY CONG TY TNHH . e A
PR 1.49 ROUND-TOP PHOTO- CO.LTD./N0.198 Danfu Road, ~ |OPTICAL CO.LTD./N0.198 [CONG NGHE $0 63 pho Lé Duan. Phudng
16 |Mit kinh cén, vién, loan Grey/Brown/Green/Blue/Pink/Orange/yellow/Purple/Red Danyang City, Jiangsu Province. Danfu Road, Danyang Ci QUANG HOC VIET Ctra Nam, Quan Hoan Kiem,
HC/HMC/SHMC/SHMC-+EP nyang City, Jiang (I  Danyang City, PEVIED | thanh phé Ha Noi
China Jiangsu Province, China NAM
1.49 ROUND-TOP BLUECUT UV420 PHOTO- JIANGSU CREASKY OPTICAL  |JIANGSU CREASKY CONGTY TNHH | o3 15 16 Dudn, Phuong
L ] CO.LTD/N0.198 Danfu Road, ~ [OPTICAL CO.LTD./N0.198 |CONG NGHE ) o e
17 |Mat kinh cén, vién, loan Grey/Brown/Green/Blue/Pink/Orange/yellow/Purple/Red Danyang City, Jiangsu Province. Danfu Road, Danyang Cii QUANG HOC VIET Ciwra Nam, Quan Hoan Kiém,
HC/HMC/SHMC/SHMC-+EP nyang City, Jiang (I  Danyang City, PEVIED  thanh phé Ha Noi
China Jiangsu Province, China NAM
JIANGSU CREASKY OPTICAL  |JIANGSU CREASKY CONG TY TNHH . s )
P, 149 SPIASP PHOTO- CO.LTD./No.198 DanfuRoad, ~ [OPTICAL CO.LTD./N0.198 |CONG NGHE $0 63 pho L& Duan, Phudng
18 |Mat kinh cén, vién, loan Grey/Brown/Green/Blue/Pink/Orange/yellow/Purple/Red Danyang City, Jiangsu Province, Danfu Road, Danyang Ci QUANG HOC VIET Ciwra Nam, Quan Hoan Kiém,
HC/HMC/SHMC/SHMC+EP nyang City, Jiang (I  Danyang City, PCVIED Thanh phé Ha Noi
China Jiangsu Province, China NAM
1.49 SPIASP BLUECUT UV420 PHOTO- JIANGSU CREASKY OPTICAL  |JIANGSU CREASKY CONGTY TNHH | o0 15 16 Dudn, Phuong
L " CO.LTD/No.198 Danfu Road, ~ [OPTICAL CO.LTD./N0.198 |CONG NGHE ) o e
19 |Mat kinh cén, vién, loan Grey/Brown/Green/Blue/Pink/Orange/yellow/Purple/Red Danyang City, Jiangsu Province. Danfu Road, Danyang Cii QUANG HOC VIET Ciwra Nam, Quan Hoan Kiém,
HC/HMC/SHMC/SHMC-+EP nyang City, Jiang (I  Danyang City, PEVIED  thanh phé Ha Noi
China Jiangsu Province, China NAM
1.57 SPIASP HI-IMPACT BLUECUT UV420 SPIN JIANGSU CREASKY OPTICAL  |JIANGSU CREASKY CONG TY TNHH . e A
) A S6 63 pho L& Duan, Phuong|
20 | Mt kinh can. vin. o PHOTO- CO.,LTD./ No.198 Danfu Road,  |OPTICAL CO.LTD./No.198 |CONG NGHE Caa N, Quan Homn Kié
At Kinh can, vien, foan Grey/Brown/Green/Blue/Pink/Orange/yellow/Purple/Red Danyang City, Jiangsu Province, Danfu Road, Danyang City, QUANG HOQC VIET Th’d h h; H."]i'}_ 1em.
HC/HMC/SHMC/SHMC+EP China Jiangsu Province, China NAM anh pho Ha Jot
157 SPIASP HI-IMPACT SPIN PHOTO- AANGSU CREASKY OPTIGAL | JIANGSU CREASKY CONG TY ThHH 6 63 phé L& Duin, Phuong
P ) CO.,LTD./ No.198 Danfu Road,  |OPTICAL CO.LTD./No.198 |CONG NGHE ) on e
21 |Mat kinh cén, vién, loan Grey/Brown/Green/Blue/Pink/Orange/yellow/Purple/Red Danyang City, Jiangsu Province. Danfu Road, Danyang City, QUANG HOC VIET Cira Nam, Quan Hoan Kiém,
HC/HMC/SHMC/SHMC+EP nyang City, Jiang P  Danyang City, FHOCVIET ) thanh phé Ha Noi
China Jiangsu Province, China NAM
157 SPIASP HI-IMPACT ClearBase SPIN PHOTO- JANGSU CREASKY OPTICAL  |JIANGSU CREASKY CONGTY TNHH |5 63 phd Le Duin, Phuong
S ) CO.,LTD./ No.198 Danfu Road,  |OPTICAL CO.LTD./No.198 |CONG NGHE ) ona e
22 |Mat kinh cén, vién, loan Grey/Brown/Green/Blue/Pink/Orange/yellow/Purple/Red Lo N y - Cwa Nam, Quan Hoan Kiém,
Danyang City, Jiangsu Province, Danfu Road, Danyang City, QUANG HOC VIET N FED.
HC/HMC/SHMC " ’ A ¢ Thanh phé Ha Noi
China Jiangsu Province, China NAM




