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Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260001385/PCBB-HN
Ngay cong bod: 06/05/2026

1. Tén co s cong bd: CONG TY TNHH TM&DV BLUE STAR

2. Pia chi: S6 12 ngd Phuc Thinh x6m 6 thon Poai, Xa Noi Bai, Thanh pho
Ha Noi, Viét Nam, Xa Noi Bai, Thanh phé Ha Noi

3. S6 vin ban cua co so: 9.020526/BLS Ngay: 06/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Mit na chim séc da bﬁng deén Led

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: San pham nay 1a thiét bi quang tri liéu lam dep bang LED
dang deo tai nha. Ap dung nguyén ly 1am dep bang anh sang, sir dung anh
sang lam dep c6 budc song khac nhau dé kich thich collagen va elastin, dat
duoc hiéu qua 1am dep da. Nho d6 gitip da trao d6i chat tét hon va phuc hoi
tdn thuong. Khi str dung déu dan, c6 thé cai thién tinh trang da xin mau, vét
tham, sic td, 16 chan 16ng to, nép nhin nho cing cac hiéu qua 1am dep khac.
Giup lan da tré nén min mang hon, rang rd hon va ¢ trang thai tu nhién.

Cac ché d6 ngudn sang khac nhau c6 hiéu qua lam dep va cham soc da khéc
nhau. Mdi ché dd c6 ba cép dd cuong do anh sadng cod thé diéu chinh: cao,
trung binh va thap. San pham ciing c6 chtic ning hen gid dé dap ung nhu cau
vé thoi gian quang tri liéu cua cac khach hang khac nhau.

San pham nay ap dung cong ngh¢ diéu khién cong suét cao.

Phan mit na va phan cd co thé sir dung dong thoi. Bo diéu khién co hai cong
cam.

Mait na va phén c¢d ¢6 thé duoc ban riéng thanh hai san phém



doc 1ap. Chung c6 thé dugc sir dung doc 1ap. Khi su dung mot
trong hai san pham, chi can két ndi vi mot trong hai cong ctia bd
diéu khién.

Tén co s¢ san xuat: Theo phu luc

bia chi co s¢ san xuat: Theo phu luc

Tiéu chudn chét luong san pham 4p dung: ISO 13485

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

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

Tén chu s& hiru: Shen zhen Xiteyou Electronic Technology Co. Ltd.
Dia chi chu s¢ hitu: 4th Floor, Building A, Tianrun Intelligent Innovation
Industrial Park, No. 23, Jiuwei 1st Road, Jiuwei Community, Hangcheng
Street, Bao'an District, Shenzhen, China, CHINA
7. Thong tin vé co s& bao hanh (néu co):

Tén co s6: CONG TY TNHH TM&DV BLUE STAR

Dia chi: S6 12 ngd Phiic Thinh x6m 6 thon Poai, Xa Noi Bai, Thanh phd Ha

Noi, Viét Nam, Xa Noi Bai, Thanh phd Ha Noi
Dién thoai ¢d dinh: 0398643523  Dién thoai di dong:

8. SO cong bo du dieu kién san xuat doéi voi thi€t bi y t€ san xuat trong nudc:

9. Thanh phan ho so:

1

Vin ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B.

Gidy chung nhan dat tiéu chuan quan 1y chat lugng ISO 13485

Gidy uy quyén cta chu so hiru thiét bi y té

Giay xac nhan du diéu kién bao hanh

DNl | W N

Tai liéu mo ta tom tat k¥ thuat thiét bi y té bang tiéng Viét, kém theo
tai li¢u k¥ thuat mo ta chuc nang, thong so k¥ thudt cta thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

Giay chtng nhan hgp chuan hoic ban tidu chuan ma chu so hiru thiét
bi y té cong bo ap dung

Giay chimg nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so
dbi vai thiét bi y té nhap khau.




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

< = Z Quy cach R . . v .
STT| Tén thiét biy té Chiing loai Ma oan plrlam dong goi Tfn o p o D;aochl cg S0 Nudc san xuit
(Néu co) (Néu c6) san xuat san xuat
4th Floor,
Building A,
Tianrun
Intelligent
Shen zhen Innovation
Mat na cham soc 802 Xiteyou Industrial Park,
1 |dabang den Led Electronic No. 23, Jiuwei | CHINA
Technology Ist Road, Jiuwei
Co. Ltd. Community,
Hangcheng
Street, Bao'an
District,
Shenzhen, China
4th Floor,
Building A,
Tianrun
Intelligent
Shen zhen Innovation
Mat na cham soc 1640 Xiteyou Industrial Park,
2 |dabang den Led Electronic No. 23, Jiuwei | CHINA
Technology 1st Road, Jiuwei
Co. Ltd. Community,
Hangcheng
Street, Bao'an
District,
Shenzhen, China
Mit na cham s6c [ pMv21 Shen zhen 4th Floor,
3 |dabang dén Led Xiteyou Building A, CHINA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
Tianrun
Intelligent
Innovation
Industrial Park,
Electronic No. 23, Jiuwei
Technology Ist Road, Jiuwei
Co. Ltd. Community,
Hangcheng
Street, Bao'an
District,
Shenzhen, China
4th Floor,
Building A,
Tianrun
Intelligent
Shen zhen Innovation
Mat na cham soc TLM?200 Xiteyou Industrial Park,
4 |dabang den Led Electronic No. 23, Jiuwei | CHINA
Technology 1st Road, Jiuwei
Co. Ltd. Community,
Hangcheng
Street, Bao'an
District,
Shenzhen, China
4th Floor,
Building A,
Shen zhen Tianrun
Mat na cham soc DS60 Xiteyou Intelligent
5 |dabang den Led Electronic Innovation CHINA
Technology Industrial Park,
Co. Ltd.

No. 23, Jiuwei
1st Road, Jiuwei




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

Community,
Hangcheng
Street, Bao'an
District,
Shenzhen, China

Mat na cham soc
da bang dén Led

801

Shen zhen
Xiteyou
Electronic
Technology
Co. Ltd.

4th Floor,
Building A,
Tianrun
Intelligent
Innovation
Industrial Park,
No. 23, Jiuwei
1st Road, Jiuwei
Community,
Hangcheng
Street, Bao'an
District,
Shenzhen, China

CHINA




