SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

TP HO CHi MINH Poc lap - Tu do - Hanh phic

THONG TIN

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

S6 cong bd: 260001607/PCBB-HCM
Ngay cong bod: 30/05/2026

1. Tén co s¢ cong bd: CONG TY TNHH Y TE KY THUAT CAO TOAN
CAU

2. Pia chi: 50A P& Xuan Hop, Phuong Phudc Long, Thanh phé H6 Chi Minh
3. S6 vin ban cua co so: 08/2026/PLTOANCAU Ngay: 21/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: TAm dan dién cuc trung tinh va phu kién kém theo

Tén thuong mai (néu co): TAm dan dién cuc trung tinh va phu ki¢n kém theo
Mai Global Medical Device Nomenclature — GMDN (néu c6):

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich sir dung: TAm dan dién cyc trung tinh dong vai tro lam kin dong
dién. Df)I}g dién sé di tir dau dién cuc dén bénh nhan, sau do theo tam dan dién
cuc trd vé may.

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 hiru thiét bi y té:

Tén chu s& htru: Sun Medical Products Co., Ltd.

Dia chi chu s¢ hiru: 101, Building 7, No. 624, Zhongshun Road, Pingshan
Second Village, Shibi Street, Panyu District, Guanzhou City, Guangdong
Province, CHINA

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



8. SO cong bo du dicu ki¢n san xuat doi voi thiet bi y t€ san xuat trong nudc:
9. Thanh phan ho 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 té bang tiéng Viét, kém theo |

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi 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.

8 | Tai liéu khac (néu co) X




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

STT

Tén thiét bi y té

Chung loai

M3 san phim
(Neéu co)

Quy cach
dong goi
(Néu cé)

Tén co sé
san xuat

Dia chi co so
san xuat

Nuwde san xuat

Tam dan dién cuc
trung tinh

CP1007; CP1008; CP1012;
CP1012B; CP1013;
CP1013B; CP1013C;
CP1013F; CP1013G;
CP1020

CP1007; CP1008; CP1012;
CP1012B; CP1013;
CP1013B; CP1013C;
CP1013F; CP1013G;
CP1020

Sun Medical
Products Co.,
Ltd.

101, Building 7,
No. 624,
Zhongshun
Road, Pingshan
Second Village,
Shibi Street,
Panyu District,
Guanzhou City,
Guangdong
Province

CHINA

Day ndi tim dan
dién cuc trung tinh

CP1004; CP1005; CP1006;
CP1006B; CP1006E;
CP1006N

CP1004; CP1005; CP1006;
CP1006B; CP1006E;
CP1006N

Sun Medical
Products Co.,
Ltd.

101, Building 7,
No. 624,
Zhongshun
Road, Pingshan
Second Village,
Shibi Street,
Panyu District,
Guanzhou City,
Guangdong
Province

CHINA




