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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: 260001167/PCBB-HN
Ngay cong bo: 16/04/2026

1. Tén co s& cong bé: CONG TY CP DICH VU PHAT TRIEN GIA TRI
THUONG H‘IEU MR AIDAN )

2. bia chi: Tang 1 s6 1 ngd 814 Puong Lang, Phuong Lang, Thanh phd Ha
Noi

3. S6 vin ban cua co so: 02-AIDAN/CBB Ngay: 16/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: MAY TRIET LONG CONG NGHE DIODE LASER

Tén thuong mai (néu cd): Hair Removal System

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

Chung loai: BM204, BM205, BM14, BM12S, BM101, BM212, BM18,
BM18-1, BM18-2, BM051, BM03, BM052, BM053, BM054, BMO055,
BMO056, BM057, BM058, BM059, BM060, BM061, BM062, BM063,
BMO064, BM065, BM066, BM067, BM068, BM069, BM070, BM091, IPLS1,
IPLS2, IPLS3, IPLS4, IPLSS5, IPLS6, IPLS7, IPLSS8, IPLS9, IPLS10, IPLS11,
IPLS12, IPLS13, IPLS14, IPLS15, DL108, DL109, DL110, DL111, DL112,
DL113,DL114,DL115,DL116, DL117, DL118, DL119, DL120, DL121,
DL122, DL123, DL124, DL125, DL126, DL127, DL128, DL129, DL130

M3 san pham (néu co):

Quy cach dong goi:

Muc dich su dung: May triét 16ng cong ngh¢ Diode Laser duoc su dung dé
loai bo 16ng vinh vién

Tén co s& san xuat: HEBEI NEWANGIE TECHNOLOGY CO., LTD

Dia chi co s san xuit: Room 402, Building A-5, Guoxietang Industrial Park,
No. 509 TaihangSouth Street, Hi-Tech Zone, Shijiazhuang City, 050035
Hebei Province, CHINA

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016



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 so htru: HEBEI NEWANGIE TECHNOLOGY CO., LTD

Dia chi chu s¢ hitu: Room 402, Building A-5, Guoxietang Industrial Park, No.

509 TaihangSouth Street, Hi-Tech Zone, Shijiazhuang City, 050035 Hebei
Province, CHINA

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

Tén co s6: CONG TY CP DICH VU PHAT TRIEN GIA TRI THUONG
HIEU MR AIDAN

Dia chi: Tang 1 s6 1 ngd 814 Pudng Lang, Phudng Lang, Thanh phd Ha Noi
Pién thoai ¢6 dinh: 0989641869  Dién thoai di dong: 0989641869

8. S6 cong bd du diéu kién san xuat di v6i thiét bi y té san xuit trong nudc:
9. Thanh phan ho so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s& hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu mo ta tom tat k¥ thuat thiét bi y t€ bang tieng Viét, kém theo | ¢

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chirg nhan hop chuan hoic ban tiéu chuan ma chu s hitu thiét |
bi y té cong bo ap dung

7 | Giay chimg nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
dbi vai thiét bi y té nhap khau.

8 | Tai liéu khac (néu co) X




