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 ciia thiét bi y té thudc loai A

S6 cong bd: 260001194/PCBA-HCM
Ngay cong bo: 03/07/2026

1. Tén co s¢ cong bd: CONG TY TNHH THUONG MAI DICH VU QUOC
TE VAVI

2. Pia chi: S6 42 duong 12, Phuong Binh Trung, Thanh phé H6 Chi Minh
3. S6 van ban cia co sé: 29062026/VAVI-CBA Ngay: 29/06/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Gidy dién tim

Tén thuong mai (néu co):

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

Chung loai: CP0001; CP0130; CP0002; CP0003; CP0004; CP0005; CP0132
CP0006; CP0133; CP0007; CP0008; CP0009; CP0022; CP0088 CP0010;
CP0011; CP0026; CP0012; CP0013; CP0014; CP0041; CP0084; CP0015;
CP0125; CP0126; CP0134; CP0016; CP0017 ; CP0019; CP0018; CP0020;
CP0021; CP0023; CP0027; CP0028 CP0031; CP0034; CP0035; CP0036;
CP0037; CP0038; CP0039 CP0040; CP0042; CP0045; CP0046; CP0052;
CP0057; CP0053 CP0055; CP0086; CP0099; CP0056; CP0060; CP008S5;
CP0061 CP0062; CP0063; CP0064; CP0089; CP0118; CP0065; CP0066
CP0067; CP0068; CP0071; CP0074; CP0075; CP0077; CP0090; CPO110;
CP0078; CP0081; CP0082; CP0092; CP0096; CP0097 CP0098; CP0102;
CP0103; CP0106; CP0109; CPO111; CP0112 CPO115; CPO116; CPO117;
CP0120; CP0121; CP0124; CP0131 CP0135; CP0136; CP0137

M4 san pham (néu co):
Quy cach dong goi:
Muc dich sir dung: In két qua cho may do dién tim, monitor san khoa, may in

nhiét...

Tén co s& san xuat: Bristol India



Dia chi co s san xuit: 20, Badli Industrial Area Phase 2, Delhi 110 042,
INDIA

Tiéu chuan chét luong san pham ap dung: ISO 13485

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

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

Tén chu s& hiru: Bristol India

Dbia chi chu sé hiru: 20, Badli Industrial Area Phase 2, Delhi 110 042, INDIA
7. Thong tin vé co s& bao hanh (néu co):

8. S6 cong bd du diéu kién san xuat di v6i thiét bi y té san xudt trong nudc:
9. Thanh phan ho so:

1 | Van ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét 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 | Tailiéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

tai liéu ky thuat mo ta chirc nang, thong sO k¥ thuat cta thiét b y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy chirng nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu hudéng dan st dung cia thiét bi y té X
8 | Mau nhan thiét bi y té X

9 | Gidy chitng nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
d6i v6i thiét bi y té nhap khau.




