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THONG TIN

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

S6 cong bd: 260002062/PCBB-HCM
Ngay cong bo: 01/07/2026

1. Tén co s& cong bé: CONG TY TNHH CONG NGHE Y TE SMEDTRUM
VIET NAM ’ ,
2. Dia chi: Tang 5, phong 508, Toa nha Enterprise Tower, s6 290, duong Bén
Van Don, Phuong Vinh Hoi, Thanh phd Ho Chi Minh

3. S6 vin ban cuia co so: 04/VB Ngay: 26/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: May laser diéu trj ton thuong sic t6 da

Tén thuong mai (néu c6): Picosecond Nd:YAG Laser Systems

M3 Global Medical Device Nomenclature — GMDN (néu co):
Chung loai: BL-C10

M3 san pham (néu co):

Quy céch dong goi:

Muc dich sir dung: May laser diéu tri ton thuong séc to da 1a thiét bi y té chu
dong str dung nang luong laser Nd:YAG picosecond voi bude song 1064 nm
va 532 nm dé diéu tri cac ton thuong sic t6 da nhu nam, dom nang, d6i moi,
lentigo, bot Ota, bot xanh, ting sac td va cac ton thuong sic td da phi hop
khac. Thiét bi duoc sir dung bé1 nhan sy chuyén mon da dugce dao tao trong
moi trudng co s y té, co tudn thu yéu cau an toan laser, bao vé mat va kiém
soat nguy co b()ng/tén thuong nhiét.

Tén co so san xuat: SHANGHAI BELE MEDICAL TECHNOLOGY CO.,
LTD

Dia chi co s6 san xuat: Room 402, 4F. Building 1, NO.3255 Shengang Road,
Songjiang District Shanghai, China., CHINA

Tiéu chuan chét luong san pham 4p dung: ISO 13485; IEC 60601-1:2005 +
Corr.1:2006 + Corr.2:2007 + A1:2012; IEC 60601-1-2:2014; IEC TR 60601-
4-2:2016; IEC 60601-2-22:2007 + A1:2012; IEC 60825-1:2014.



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 chi s¢ hitu: SHANGHAI BELE MEDICAL TECHNOLOGY CO., LTD

bia chi chu s¢ hitu: Room 402, 4F. Building 1, NO.3255 Shengang Road,
Songjiang District Shanghai, China, CHINA

7. Thong tin vé co s& bao hanh (néu co):
Tén co sé: CONG TY TNHH CONG NGHE Y TE SMEDTRUM VIET NAM

bia chi: Tang 5, phong 508, Toa nha Enterprise Tower, 56 290, duong Bén
Van Dong, Phuong Vinh Hoi, Thanh phd Ho6 Chi Minh

Dién thoai ¢ dinh: +886919370880 bién thoai di dong:
+886919370880

8. SO cong bod du diéu kién san xuat doi voi thiét b1 y t€ san xuat trong nudc:
9. Thanh phan ho so:

1 | Van ban cong bé tidu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s¢ hiru 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 k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy chirg nhan hop chuan hodc ban tiéu chuan ma chu sé hitu thiét |
biy t€ cong bo ap dung

7 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.




