SO'Y TE HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

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

S6 cong bd: 260001189/PCBB-HN
Ngay cong bo: 17/04/2026

1. Tén co s cong bd: CONG TY CO PHAN PAU TU AI-INNOMED

2. biachi: Tang 1 - S6 11, K4, T6 55, Phuong Khuong DPinh, Thanh pho Ha
Noi

3. S6 vin ban cua co so: 0126/AI-CBB Ngay: 17/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: May tap phuc hoi chirc ning chi dudi

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 cach dong goi:

Muyc dich stir dung: Mé}{ tap phuc hoi chuc n‘a‘mg chi du(yi‘Al S, Al-3, A,1—3 S,
Almini dugc thiét ké dé s dung cho‘viéc diéu tri phuc hoéi chirc nang roi loan
chtrc nang chi dudi trong giai doan hoi phuc sau dot quy ¢ nguoi 16n va bai
nao O tré¢ em.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

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

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

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

Tén chu s& hiru: Guangzhou Yikang Medical Equipment Industrial Co., Ltd
bia chi chu sé hiru: Room 1504, No.6, Xingsha Road, Nansha Street, Nansha
District, Guangzhou, CHINA

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



Tén co so: Cong ty C6 phan Pau tw AIINNOMED

bia chi: Téng 1-S611,K4, Té 55, Phuong Khuong Pinh, Thanh phé Ha No1
Dién thoai ¢d dinh: 0985216221  Pién thoai di dong:

8. S6 cong bd du diéu kién san xuat di véi thiét bi y té san xuit trong nudc:

9. Thanh phéan ho so:

1 | Van ban cong bé tidu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s¢ hiru 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 liéu k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

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

7 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi vaoi thiét bi y té nhap khau.




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

< = Z Quy cach n . c .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn co 0 D;aochl co S0 Nuée san xuat
(Néu co) (Néu c6) san xuat san xuat
Room 101, No.
Guangzhou 69, Huanggg
. Yikan Section, Shinan
May tap phuc hoi A1S Me dici 1 Road, Nansha
1 |chutc nang chi dudi . District, CHINA
Equipment
: Guangzhou,
Industrial Co.,
Lid 511455,
Guangdong
Province, P.R.
Room 101, No.
Guangzhou 69, Huanggg
. Yikan Section, Shinan
May tap phuc hoi Al3 Me dici 1 Road, Nansha
2 | chtic nang chi dudi . District, CHINA
Equipment
: Guangzhou,
Industrial Co.,
Lid 511455,
Guangdong
Province, P.R.
Room 101, No.
Guangzhou 69, Huanggg
. Yikan Section, Shinan
May tap phuc hoi Almin Me dici 1 Road, Nansha
3 [ chuc nang chi dudi . District, CHINA
Equipment
: Guangzhou,
Industrial Co.,
Lid 511455,
Guangdong

Province, P.R.




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
Room 101, No.
Guangzhou 69, I'{uangg.e
. Yikang Section, Shinan
May tap phuc hoi A1-3S Medical Road, Nansha
churc nang chi dudi . District, CHINA
Equipment
: Guangzhou,
Industrial Co.,
Ltd 511455,
Guangdong

Province, P.R.




