SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

TP HO CHi MINH Poc lap - Tu do - Hanh phic

THONG TIN

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

S6 cong bd: 260002071/PCBB-HCM
Ngay cong bo: 02/07/2026

1. Tén co s& cong bé: CONG TY CO PHAN GIAI PHAP THAM MY KHOA
HOC ACG

2. Pia chi: 32 Bui Vién, Phuong Bén Thanh, Thanh phé Ho Chi Minh
3. S6 vin ban cua co so: 1906/2026/ACG-PCBB Ngay: 26/06/2026
4. Thiét bi y té thudc loai B

Tén thiét bi y té&: May hd trg diéu tri da dau

Tén thuong mai (néu c6): Folix™

M3 Global Medical Device Nomenclature — GMDN (néu co):

Chung loai: Folix™, FoLiCool™ Tip, Folix™ Handpiece, Folix™ Handpiece
- Spare Part

M3 san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich sir dung: Dung hd trg diéu tri cho da dau, giup kich thich moc toc
Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: ISO 13485:2016

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

6. Thong tin vé chu so hiru thiét bi y té:

Tén chu sé hiru: Lumenis Be Ltd

Dia chi chu sé hiru: Yokneam Industrial Park, Hakidama Street 9, P.O.B #426,
Yokneam 2069236, Israel, ISRAEL

7. Thong tin vé co s& bao hanh (néu co):
Tén co s6: CONG TY CO PHAN GIAI PHAP THAM MY KHOA HOC



ACG

Dia chi: 32 Bui Vién, Phuong Bén Thanh, Thanh phé H6 Chi Minh

Dién thoai ¢b dinh: 0903055030  Dién thoai di dong: 0903055030

8. S6 cong bd du diéu kién san xuat di véi thiét bi y té san xuit trong nudc:
9. Thanh phéan 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 bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy chimg nhan hop chuan X

7 | Giay chimg nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
dbi voi thiét bi y té nhap khau.
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May hd tro diéu tri g . Park, Hakidama Street
1 |dadiu Folix Iﬂlgnems Be 19 p.0.B #a26, ISRAEL
Yokneam 2069236,
Israel
Piu tuyp cita tay Y okneam Industrial
g " . . . Park, Hakidama Street
A 4v h ™ ’
) ((;?En ?;fz hgktrq FoLiCool™ Tip Egnems Be 9, P.O.B #426, ISRAEL
cu tri da dau Yokneam 2069236,
Israel
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3 gg utr(_r diéu tri da Folix™ Handpiece Egnenls Be 9, P.O.B #426, ISRAEL
Yokneam 2069236,
Israel
Linh kién tav cim Y okneam Industrial
cia mai. ha i]ror Folix™ Handpiece - Spare Lumenis Be Park, Hakidama Street
4 didu triyda d?ui Part Ltd 9, P.O.B #426, ISRAEL
: Yokneam 2069236,
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