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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: 260002193/PCBB-HN
Ngay cong bod: 07/07/2026

1. Tén co s¢ cong bd: CONG TY TNHH THIET BI VA CONG NGHE Y TE
VIET NAM ,

2. bia chi: Lo D24-NV14, 6 6, khu D, khu d6 thi Lé Trong Tan - Geleximco ,
Phuong Duong Noi, Thanh phd Ha Noi

3. S6 vin ban cua co so: 2306-CBB/VMHN/2026 Ngay: 07/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: May kich thich tir trudng xuyén so

Tén thuong mai (néu co):

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

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich str dung: Thiét bi TMS c6 thé duogc su dung cho:

Diéu trj bd trg cho tAm trang trAm cam, mat ngtl va cac triéu chimg sinh duc
do cac bénh than kinh gy ra khi két hop véi thude.

Li¢u phap bo tro cho céc r6i loan hé than kinh ndo bd va cac bénh tén thuong
than kinh.

Tac dung giam dau trong cac hdi chirng dau co xuong khop.

Kiém tra dién sinh 1y than kinh, danh gia chirc ning than kinh trong khoa phuc
héi chirc nang va danh gia cac chirc ning than kinh van dong trong tim than
hoc va than kinh hoc.

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

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

5. Doi v6i 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 s& hiru: Nanjing Vishee Medical Technology Co., Ltd

bia chi chu sé hitu: No. 1, Shuoguo Road, Yuhuatai District, 210012 Nanjing,
Jiangsu Province, CHINA

7. Thong tin vé co s& bao hanh (néu co):
Tén co so: Cong ty TNHH Thiét bi va Cong nghé Y té Viét Nam

Dia chi: L6 D24-NV14, 6 6, khp D, khu d6 thi Lé Trong Tén - Geleximco,
Phuong Duong Noi, Thanh pho Ha N1

Dién thoai cb dinh: 18006844 Pién 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 hoic 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.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

STT| Ten thit bi v ¢ Chiing logi Ma sin pham %:)’lzgcz(c’)lil Tén co s6 Dia chi co s¢' san Nudc sin
vy : (Néu co) (Néu cb) san xuat xuat xuat
A L e Nanjing Vishee | No. 1, Shuoguo Road,
1 1\/Ia‘y kich ﬂPCh v MagNeuro T130 Medical Yuhuatai District, CHINA
ruong xuyen so Technology 210012 Nanjing, Jiangsu
Co., Ltd Province
R 1 e Nanjing Vishee | No. 1, Shuoguo Road,
) i\/la‘y kich ﬂ}lCh w MagNeuro T140 Medical Yuhuatai District, CHINA
fuong xuyen so Technology 210012 Nanjing, Jiangsu
Co., Ltd Province
A L e Nanjing Vishee | No. 1, Shuoguo Road,
3 1\/Ia‘y kich ﬂPCh v MagNeuro T160 Medical Yuhuatai District, CHINA
ruong xuyen so Technology 210012 Nanjing, Jiangsu
Co., Ltd Province
R 1 e Nanjing Vishee | No. 1, Shuoguo Road,
4 i\/la‘y kich ﬂ}lCh w MagNeuro T170 Medical Yuhuatai District, CHINA
fuong xuyen so Technology 210012 Nanjing, Jiangsu

Co., Ltd

Province




