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 ciia thiét bi y té thudc loai A

S6 cong bd: 260001085/PCBA-HN
Ngay cong bo: 10/06/2026

1. Tén co s& cong bé: CONG TY CO PHAN THIET B] Y TE VAN XUAN
2. Dbia chi: SO 1, Ngd 23 phd Ton That Thi¢p, Phuong Hoan Kiém, Thanh pho
Ha Noi

3. S6 vin ban cua co so: 20260522/PCBA-HN Ngay: 10/06/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Khung dtng phuc hdi chtrc nang cho tré em

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 bj duoc st dung dé nang do, chuyén doi va duy tri tu
thé ding cho tré em , nham tap phuc hoi chirc nang chiu luc cua chi dudi,
dong thoi phong chong co rit co va loang xuong.

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

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

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

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

Tén chu s¢ hiru: Changzhou Kondak Medical Rehabilitation Equipment Co.,
Ltd

bia chi chu s hitu: No.41 Wutie Road, Tianjing Village, Luoyang Town,
Wuyjin District, Changzhou City, CHINA

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



Tén co so: Cong ty cb phan thiét bi y t& Van Xuéan

Pia chi: S6 1, Ngd 23 phd Ton That Thiép, Phuong Hoan Kiém, Thanh ph
Ha Noi

Pién thoai ¢b dinh: 02436740762 Dién thoai di dong: 0904005368

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 bé tiéu chuan ap dung cua thiét bi y té thudc loai A. 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 t& ban hanh.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu hudéng dan st dung cua thiét bi y té X
8 | MAu nhin thiét bj y té X

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




BANG KE CHI TIET TRANG THIET BI Y TE

QUY CACH

churc nang cho tré em

EQUIPMENT CO., LTD

TEN TRANG THIET CHUNG LOAI — . - x TEN CO SO SAN XUAT/ HANG, TEN CO SO CHU SO HUU/
ST BI Y TE SAN PHAM WV S AZLAN] D(ggﬁ gg)l NUGC SAN XUAT HANG, NUOC CHU SO HUU
Khune dime ohuc hdi CHANGZHOU KONDAK CHANGZHOU KONDAK
I l;nﬁén““fhi t“rz efr: KD-ZL3-01 MEDICAL REHABILITATION MEDICAL REHABILITATION
J EQUIPMENT CO., LTD EQUIPMENT CO., LTD
Khune ding phue hdi CHANGZHOU KONDAK CHANGZHOU KONDAK
2 h,““g, “nghp t“‘c, o1 KD-ZL3-02 MEDICAL REHABILITATION MEDICAL REHABILITATION
chure nang cho tre em EQUIPMENT CO., LTD EQUIPMENT CO., LTD
Khune ding vhue hai CHANGZHOU KONDAK CHANGZHOU KONDAK
3 ung dung phue hol KD-ZLJ-04 MEDICAL REHABILITATION MEDICAL REHABILITATION

EQUIPMENT CO., LTD




