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: 260000375/PCBA-HN
Ngay cong bod: 09/03/2026

1. Tén co s& cong bd: CONG TY TNHH XUAT NHAP KHAU QUOC TE LE
NGUYEN ‘

2. bia chi: P601 tang 6, Sky City Tower A, 88 Lang Ha, Phuong Lang, Thanh
phd Ha Noi

3. S6 vin ban cua co so: 02/2026-CBA/LN Ngay: 09/03/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té&: Trong mat kinh

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: Dung lam kinh deo mét va diéu chinh khic 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 Wanxin Optical Co., Ltd

bia chi chu sé hitu: 188, Danfu Road, Situ Town, Danyang City, Jiangsu
Province, CHINA

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

Tén co s6: CONG TY TNHH XUAT NHAP KHAU QUOC TE LE NGUYEN



Dia chi: P601 tang 6, Sky City Tower A, 88 Lang Ha, Phuong Lang, Thanh
pho Ha Noi

Dién thoai ¢d dinh: 0901770079  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.

10 | Tai liéu khac (néu co) X




PHU LUC: BANG KE CHI TIET THIET BI Y TE

Trong FSV 1.56 ANTI Hanesy Wanxin | 188 Danfu Road, Situ

mét | Chiéc | SCRATCH SHMC | 1.56 omtliial Co. Lu | Town, Danyang City, CHINA
kinh UV400 P 9 Jiangsu Province, China
Trong FSV 1.60 MR8 Hanesy Wanxin | 188 Danfu Road, Sit

mat | Chiéc | ANTISCRATCH | 1.60 & ﬁial Co.1td | Town. Danyang City, CHINA
kinh SHMC UV400 P - Jiangsu Province, China
Trong FSV 1.67 MR7 Hanesu Wanxin | 188 Danfu Road, Sit

mét | Chiéc | ANTISCRATCH | 1.67 oal:f: LCo Lig | Town, Danyang City, CHINA
kinh SHMC UV400 P 5 Jiangsu Province, China
Trong FSV 1.56 ANTI Hangsy Wanxiy | 188 Danfu Road, Situ

mét | Chiéc | SCRATCH SHMC | 1.56 o ti%al Coa’“Lmt d‘ Town, Danyang City, CHINA
kinh BLUEPRO P » Jiangsu Province, China




Trong FSV 1.60 MR8 Jianesu Wanxin 188, Danfu Road, Situ
mét | Chiéc | ANTISCRATCH | 1.60 5 ﬁ% Lo L | Town, Danyang City, CHINA
kinh SHMC BLUEPRO phical 0., Jiangsu Province, China
Trong FSV 1.67 MR7 Jianesu Wanxin 188, Danfu Road, Situ
mat Chiéc | ANTI SCRATCH 1.67 0 tig 1 Co.. Ltd Town, Danyang City, CHINA
kinh SHMC BLUEPRO preal +0- M¢ 1 Jiangsu Province, China
Trong FSV 1.56 ANTI Jianesu Wanxin 188, Danfu Road, Situ
mdt | Chiéc | GLARESHMC | 1.56 - ti% |Co. Lt | Town. Danyang City, CHINA
kinh BLUEPRO peaR S Jiangsu Province, China
Trong FSV 1.60 MR8 b Wi 188, Danfu Road. Situ
mit | Chiéc | ANTIGLARE 1.60 oa?i%al; : a"[’f'tg Town, Danyang City, CHINA
kinh SHMC BLUEPRO P s Jiangsu Province, China
Trong FSV 1.67 MR7 Hianesy Wanxiy | 18- Danfu Road, Situ
mét | Chiéc | ANTIGLARE 1.67 Olalt]i%:al Co. L4d | Town. Danyang City, CHINA
kinh SHMC BLUEPRO P % Jiangsu Province, China




Trong FSV 1.56 LOW o 188, Danfu Road, Situ
10 | mét | Chiéc | REFLECTION 1.56 0‘ t.gs'i‘ kL a"r’ft o | Town, Danyang City. CHINA
kinh 'SHMC prcal£0- L% | Jiangsu Province, China
Trong S ;g&,MRS Tingsu Wnxin 188. Danfu Road. Situ
i lf:j; Chiee | REFLECTION — Optical Co., Ltd J.T oW l?a’:ﬁ’a"g (é'l:fna A
Uv400 langsu rrovince,
Trong B gg&;MR? Wi Wi 188. Danfu Road, Situ
12 12'1&;1 Chiéc REFLECTION 1.67 Optical Co., Ltd J_Town. rl’)an)'rang, (él}tgl;a CHINA
n Uv400 langsu rrovince,
Trong FSV 1.56 Tanesu Wanxin 188, Danfu Road, Situ
13 | mat | Chiéc | PHOTOGREY 1.56 5 tifv i . Lt | Town. Danyang City, CHINA
kinh SHMC prical L0, L | jiangsu Province, China
Trong ' FSV 1.56 T 188, Danfu Road. Situ
14 | mat | Chiéc | PHOTOBROWN | 1.56 : t.g o " Lt | Town. Danyang City, CHINA
kinh SHMC UG A0 Jiangsu Province, China




Trong

FSV 1.56 FAST

188. Danfu Road. Situ

P . CHANGE Jiangsu Wanxin :
1 1?.1:; Chice | pHOTOGREY 1.36 Optical Co., Ltd J.TzwsnL; [[,1 ‘:‘)'L’I’Ii’eg E’ﬁna MEhies
SHMC 1ang :
Trong FSE:{;&E}‘;ST Hngs Wormin 188. Danfu Road, Situ
' ;“a:l Chiee | pyotoBrown | 136 Optical Co., Ltd Jfg E“;.T; gﬁiﬂf g‘;ﬁa A
n SHMC 1ang S
Trong FSV 1.56 Janesu Wanxin 188. Danfu Road, Situ
17 | mat | Chiée | PHOTOGREY 1.56 O‘at.gs‘l‘ Coa“it 4 | Town, Danyang City, CHINA
kinh SHMC UV420 prical 0., Jiangsu Province, China
Trong FSV 1.56 A 188, Danfu Road, Situ
18 | méat | Chiéc | PHOTOBROWN | 1.56 (;a':ﬁ’s‘l‘ - a"i‘t'; Town, Danyang City, CHINA
kinh SHMC UV420 e Jiangsu Province, China




