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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: 260000309/PCBA-HN
Ngay cong bo: 12/02/2026

1. ljén co SO cong bd: CONG TY TNHH THUONG MAI DICH VU KAVI
VIET NAM , )

2. Dbia chi: S6 10 Ngo 31 Buong Doan Ké Thién, Phuong Phu Dién, Thanh
phd Ha Noi

3. S6 vin ban cua co so: 0902/KAVI Ngay: 12/02/2026

4. Thiét bi y té thudc loai A

Tén thiét b y té&: Trong kinh mat

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 dé diéu chinh thij lyc & ngudi (can thi, vién thi, loan
thi, 130 thi)

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: Tiéu chuan ctia NSX
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& hitru: Shenzhen Trust Industrial Co., Ltd

bia chi chu s hitu: No. A508, Liuhechuanggu Building, Liuhe Road,
Henggang Street, Longgang District, Shenzhen, CHINA

7. Thong tin vé co s& bao hanh (néu co):
Tén co so: CONG TY TNHH THUONG MAI DICH VU KAVI VIET NAM



Pia chi: S6 10 Ngé 31 Puong Doin Ké Thién, Phuong Phu Dién, Thanh ph
Ha Noi

Pién thoai ¢b dinh: 0967346922  Pién thoai di dong: 0967346922

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.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

LENS

1.74

ROUND TOP LENS 1.49, 1.56

ROUND TOP BLUE CUT 1.49, 1.56, 1.61, 1.67,
LENS 1.74

ROUND TOP PHOTOCROMIC | 1.49, 1.56, 1.61, 1.67,
LENS 1.74

ROUND TOP PHOTOCROMIC | 1.49, 1.56, 1.61, 1.67,
BLUE CUTLENS 1.74

PROGRESIVE LENS

1.74

1.49, 1.56, 1.61, 1.67,

PROGRESIVE BLUE CUT
LENS

1.74

1.49, 1.56, 1.61, 1.67,

PROGRESIVE
PHOTOCROMIC LENS

1.74

1.49, 1.56, 1.61, 1.67,

PROGRESIVE BLUE CUT
PHOTOCROMIC LENS

1.74

1.49, 1.56, 1.61, 1.67,

NONE BASE BLUE CUT
LENS

1.74

1.49, 1.56, 1.61, 1.67,

SINGLE VISION LENS

1.74

1.49, 1.56, 1.61, 1.67,
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