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: 260001928/ PCBB-HN
Ngay cong bod: 17/06/2026

1. Tén co s& cong bé: CONG TY TNHH PAU TU VA CONG NGHE KCB
2. bia chi: SO 19B, Ngo 55, duong Chinh Kinh, Phuong Thanh Xuan, Thanh
phd Ha Noi

3. S6 vin ban cua co so: 16062026/VBCB-KCB/TP Ngay: 17/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Pén tan phd

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 C}ich sur dun’g: bé diéu tri phu tro cé‘c bénh nhu chan thuong mo mém,
dau c6 vai gay cap, dau lung cap, dau than kinh toa, viém quanh khop vai, tiéu
chay cap ¢ tré em do lanh

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: Suzhou Medical Appliance Factory

bia chi chu sé hiru: No. 18 Huatuo Rd., SSTT, 215163 Suzhou New District, ,
CHINA

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



Tén co sé: Cong ty TNHH DPau tu va Cong nghé KCB

Dia chi: S6 19B, ngod 55, duong Chinh Kinh, Phuong Thanh Xuan, Thanh phé)
Ha Noi

Pién thoai ¢b dinh: 02439982838 Dién thoai di dong: 0966253388

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 bd tiéu chuan ap dung cua thiét bi y té thudc loai B. 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 t€ cong bo ap dung

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.




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

x oz Z Quy cach n . Co . 2 (o
STT| Tén thiet biy te Chiing loai Ma san plrlam dong goi Tfn co 2o Dia chi ¢ so'san Nll’O'C/\SﬂH
(Néu co) £, san xuat xuat xuat
(Néu c0)
Suzhou
s 5 : No. 18 Huatuo Rd.,
| |Pen tanpho TDP12-XT Medical SSTT, 215163 Suzhou | CHINA
Appliance .
New District
Factory
Suzhou
A 2 . No. 18 Huatuo Rd.,
p |Pen tanpho TDP13-XT Medical SSTT, 215163 Suzhou | CHINA
Appliance .
New District
Factory
Suzhou
s 5 : No. 18 Huatuo Rd.,
3 |Pentanpho TDP1I-XL Medical SSTT, 215163 Suzhou | CHINA
Appliance .
New District
Factory
Suzhou
A 2 . No. 18 Huatuo Rd.,
4 |Pen tanpho TDPI2-XL Medical SSTT, 215163 Suzhou | CHINA
Appliance .
New District
Factory
Suzhou
s X : No. 18 Huatuo Rd.,
5 |Dentanpho TDP13-XL Medical SSTT, 215163 Suzhou | CHINA
Appliance .
New District
Factory
Suzhou
A 2 . No. 18 Huatuo Rd.,
6 |DPen tanphod TDP1I-DL Medical SSTT, 215163 Suzhou | CHINA
Appliance .
New District
Factory
o ta 5 - Suzho No. 18 Huatuo Rd.,
7 Dén tan pho TDP12-DL uzhou uatu CHINA

Medical

SSTT, 215163 Suzhou




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) 02, san xuat xuat xuat
(Néu cd)
Appliance New District
Factory
Suzhou
A 2 ) No. 18 Huatuo Rd.,
g |Pen tanphd TDP13-DL Medical SSTT, 215163 Suzhou | CHINA
Appliance .
New District
Factory
Suzhou
A 2 . No. 18 Huatuo Rd.,
g |Pentanpho TDP21-XL Medical SSTT, 215163 Suzhou | CHINA
Appliance .
New District
Factory
Suzhou
A 2 ) No. 18 Huatuo Rd.,
jo | Pen tan pho TDP22-XL Medical SSTT, 215163 Suzhou | CHINA
Appliance .
New District
Factory
Suzhou
A 2 . No. 18 Huatuo Rd.,
1 |Pentanphod TDP23-XL Medical SSTT, 215163 Suzhou | CHINA
Appliance

Factory

New District




