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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: 260001411/PCBB-HN
Ngay cong bo: 08/05/2026

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 buong Lang, Phuong Lang, Thanh phd Ha
Noi

3. S6 vin ban cua co so: 072025/TMSC Ngay: 07/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: MAY CHAM SOC DA HYDRA

Tén thuong mai (néu c6): Hydra Facial Machine (Skin Care Device)

M3 Global Medical Device Nomenclature —- GMDN (néu co):
Chung loai: Hydra Facial Machine (Skin Care Device)

M3 san pham (néu co):

dm346, dm389, dm03, TH253, ECD551, DM519, DM400, DM343, DM161,
ECD180, TH304, ECD563, DM640, ECD548, DM572, DM588, DM589,
DM560, DM521, DM519, DM521, DM460, DM328, DM343, DM346,
ECD476, DM306, DM293, TH202, TH201, TH188, DM248, DM249,
DM271, DM377, DM178, DM189, DM195, TH178, ECD332, ECD350,
AM161, ECD319, ECD292, ECD265, DM112, ECD251, ECD248, ECD246,
ECD236, ECD233, ECD180, DM28, DM25, DM15, DM02, ECD53, TH57,
TPHS515, AMP309, TH663, TPH613

Quy cach dong goi:

Muc dich str dung: Thiét bi duoc sir dung dé lam sach sau da, loai bé té bao
chet hd tro 1am thong thoang 16 chan 10ng, tang cuong tham thau dudng chat,
cap am, lam min bé mit da, hd tro giam dau thira, hd tro tai tao da va cai thién
do dan hoi cua da.

Tén co s& san xuat: SHAANXI ECODERM TECH CO.,LTD
Pia chi co sé san xuét: Dapu Industrial Park, Xi’an Economic and
Technological Development Zone, Shaanxi Province, CHINA



Tiéu chuan chét luong san pham ap dung: ISO 13485:2016
5. Doi véi thiét bi y té chta chat ma tay, tién chét (néu c6):
6. Thong tin vé chu so hitu thiét bi y té:

Tén chu s¢ htru: SHAANXI ECODERM TECH CO., LTD

bia chi chu sé hiru: Dapu Industrial Park, Xi’an Economic and Technological
Development Zone, Shaanxi 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 ¢b dinh: 0989641869  Dién thoai di dong: 0989641869

8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ 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 liu ky 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 chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 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.

8 | Tai liéu khac (néu co) X




