SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
_HANOL Poc lap - Tw do - Hanh phiic

THONG TIN

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

S6 cong bd: 260002384/PCBB-HN
Ngay cong bo: 20/07/2026

1. Tén co s& cong bé: CONG TY TNHH BACH KY PHUONG

2. Pia chi: S6 nha 11, ddy 9, t6 21, Phuong Yén Hoa, Thanh phd Ha Noi

3. S6 vin ban cua co so: 17072026/CBB-BKP Ngay: 20/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Hé thong to hop robot phuc hdi chire nang van dong cho chi
dudi

Tén thuong mai (néu co):

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

Chung loai: NeuroHelper

M3 san pham (néu co):

Quy céch dong goi:

Muc dich sir dung: -Rdi loan chic nang van dong chi dudi: do chin thuong
tay song, hoi chimg Guillain-Barré, xo cimg rai rac;

-Céc bénh 1y di truyén vé xuong va khop;

-Céc 16i loan than kinh (liét, ban liét);

-Giai doan phuc hdi sau phau thuit tuy séng, sau dot quy hodc chan thuong so
nao;

-Bénh Parkinson;

-Bai ndo;

-Giai doan hau phau mudn sau thay khép nhan tao cac khép 16n & chi dudi;
-Giai doan hau phau mudn va giai doan phuc hoi trong diéu tri cac bénh va
chan thuong ctia khdp, co, xuwong va gan ving chi dudi va dai chiu;

-Giai doan hau phau va phuc hoi sau ¢b dinh xuong cua chi dudi va dai chau;
-Thoéi hoa khép bién dang cac khop 16n ciia chi dudi nhung khong gidi han
dang ké van dong thu dong;

-Céc bénh thoai hoa khop chi dudi (thoai hoa khép gdi, khdp hang) khong han



ché bién do van dong thu dong.

Tén co so san xuat: LLC NPF Rehabilition Technologies

Dia chi co s& san xuat: 603136 Russia Nizhegorodskaya abl, Nizhniy
Novgorod, General Ivliev st 39/64, RUSSIAN FEDERATION

Tiéu chuén chét luong san pham 4p dung: ISO 13485

5. B6i voi thiét bi y té chira cht ma tay, tién chit (néu cd):

6. Thong tin vé chu s& hitu thiét bi y té:

Tén chu s& hiru: LLC NPF Rehabilition Technologies

bia chi chu s hiru: 603136 Russia Nizhegorodskaya abl, Nizhniy Novgorod,
General Ivliev st 39/64, RUSSIAN FEDERATION

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

Tén co s6: cong ty TNHH Bach Ky Phuong

Dia chi: SO 11, day 9, to 21, Phudng Yén Hoa, Thanh phé Ha Noi

Dién thoai ¢b dinh: 02437739495 Dién thoai di dong: 0915405347

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 t€ 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 |
biy t& cong bo ap dung

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




