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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: 260001518/PCBB-HN
Ngay cong bo: 18/05/2026

1. Tén co s cong bd: CONG TY TNHH DUGC MY PHAM PHARMASCI
2. Pia chi: S6 286 Thuy Khué, Phuong Tay Ho, Thanh phd Ha Noi

3. S6 vin ban cua co so: 15052026 Ngay: 18/05/2026

4. Thiét bi y té thudc loai B

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

Tén thuong mai (néu c6): DIODE LASER HAIR REMOVAL MACHINE

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

Chung loai: K1, K2, K5, K8, K9, K10, K11, K12, K17, K20, K27, KH11,
808A, 808B, 808C, 808N, 808S, 808T, 808 W, 808ST, 8080, KC20, LFS-
K12, K18, K28, K29, K30, KC31, LFS-K12L

M3 san pham (néu co):

Quy cach dong goi:

Muc dich str dung: Thiét b dugc chi dinh sir dung dé loai bo 1ong khong
mong muén va ho trg giam 16ng lau dai

trén nhiéu vung co thé.

Tén co s& san xuat: SANHE LEFIS ELECTRONICS CO.,LTD

Dia chi co so san xuét: Building 11 #1-101, Phase 1, Zhongnan High tech-
Yanjiao Science and Technology Innovation Smart Valley Industrial Park 1,
South Side of Liushan Street and West Side of Gushan West Road, Yanjiao
High tech Zone, Sanhe City, 065201 Langfang City, Hebei Prov, CHINA
Tiéu chuan chét luong san pham ap dung: 1SO13485:2016

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

6. Thong tin vé cha so hitu thiét bi y té:
Tén chu so hitu: SANHE LEFIS ELECTRONICS CO., LTD



Dia chi chu s¢ hitu: Building 11 #1-101, Phase 1, Zhongnan High tech-
Yanjiao Science and Technology Innovation Smart Valley Industrial Park 1,
South Side of Liushan Street and West Side of Gushan West Road, Yanjiao
High tech Zone, Sanhe City, 065201 Langfang City, Hebei Prov, CHINA

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

Tén co s6: CONG TY TNHH DUGC MY PHAM PHARMASCI

Dia chi: 286 Thuy Khué, Phuong Tay H6, Thanh phé Ha Noi

Dién thoai cb dinh: +84934616679 Dién thoai di dong:

8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chudn 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 € bang tieng Viét, kém theo | ¢

tai liéu k¥ thuat mo ta chirc nang, thong s6 k¥ thuat cta thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chirmg nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |
bi y t& cong bo ap dung

7 Giéy chtirng nhén luu hanh ty do con hi¢u lyc tai thoi diém ndp ho so X
doi voi thiét bi y t€ nhap khau.

8 | Tai liéu khac (néu co) X




