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THONG TIN

Ho so cong bo tiéu chuin ap dung ciia trang thiét bi y té thudc loai B

S6 cong bd: 230002997/PCBB-HN
Ngay cong bo: 15/11/2023

1. Tén co s cong bd: CONG TY CO PHAN NOVAMED VIET NAM

2. bia chi: O van phong s6 10, tang 5, Toa nha D2 Giang Vo, Phuong Giang
V4, Quan Ba Pinh, Thanh phd Ha Nbi

3. S6 vin ban cua co so: 58/2023 Ngay: 13/11/2023

4. Trang thiét bi y té thudc loai B

Tén trang thiét bi y t&: Hé théng dién tim

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:

Muc dich st dung: aiTriage v1 la Phan mém bdo cdo va phan loai con dau
nguc dugce hd trg bang phan mem dué6i dang Thiét bi Y té, cung cap diém
phan tang rai ro khong xam l4n vé nguy co xdy ra cic Bién ¢ tim mach bat
loi chinh (MACE) trong 30 ngay cua bénh nhan dau ngyc. Viéc cung cap cho
béc si két qua phan tang nguy co s€ tao diéu kién thuan loi cho viéc phan loai
sém hon bang cach cung cip thém dau hiéu sinh ton (diém phan ting nguy co
MACE). Do do, truong hop c6 nguy co cao co thé nhanh chong duge xac dinh
dé dugc cham soc y té som trong khi trudng hop co nguy co thap c6 thé dugc
xuét vién sém hon.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: ISO 13485:2016

5. D6i véi trang thiét bi y té chtra chat ma tay, tién chat (néu c6):

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



Tén chu sé hitu: THM HEALTHCARE PTE LTD,
bia chi chu sé hiru: 203 Henderson Road, #12-13 Henderson Industrial Park,
SINGAPORE

7. Thong tin vé co s& bao hanh (néu co):
Tén co s6: CONG TY CO PHAN NOVAMED VIET NAM

Pia chi: O vin phong s6 10, tang 5, Toa nha D2 Giang V5, Phuong Giang V9,
Quéan Ba binh, Thanh phé Ha Noi

Dién thoai ¢b dinh: 02466866674 Dién thoai di dong:

8. SO cong bo du diu kién san xuat doi voi trang thiét bi y t€ san xuat trong
nudc:

9. Thanh phéan ho so:

1 | Van ban cong b6 tidu chuan ap dung cuta trang thiét bi y té thudc loai |

B.

2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy iy quyén cta chu so hitu trang thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu mo ta tom tat k§ thuat trang thiét bj y t€ bang tieng Viét, kem|

theo tai li¢u k¥ thuat mo ta chic nang, thong so ky thuét cua trang
thiét bi y t€ do chu s& hiru trang thiét bi y t€ ban hanh.

6 | Gidy chimg nhan hop chuan hodc ban tiéu chuan ma chu s hitu trang|
thict bi y t€ cong bo ap dung

7 | Giay chimg nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
doi voi trang thiét bi y té nhap khau.




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

’ ' . ] QUY CACH , , ]
STT| TEN TRANG THIET BI Y TE CHUNG LOAI MA SAN PHAM PONG GOI TEN CO SO SAN XUAT | DIA CHI CO SO SAN XUAT Nuoc
: . (Néu cd) £ : SAN XUAT
(Néu cd)
Phan mém do dién tim .y TIIM HEALTHCARE PTE  |203 Henderson Road, #12-13
! aTriage vl LTD, Henderson Industrial Park SINGAPORE
Unit 104,1st Floor,7th Building,
Man hinh theo doi bénh nhan . . PMD-250 Shanghai Berry Electronic NO.1188 Lianhang Road,
2 Patient Moniter Tech Co., Ltd Minhang District, 201112 CHINA
Shanghai
Unit 104, 1st Floor,7th Building,
Cam bién do SPO2 BST09001S Shanghai Berry Electronic NO.1188 Lianhang Road,
3 SPO2 Sensor Tech Co., Ltd Minhang District, 201112 CHINA
Shanghai
. Unit 104,1st Floor,7th Building,
4 Dau do nhiét do Temperature Probe TIW0041B2 Shanghai Berry Electronic NO.1188 Lianhang Road, CHINA
Tech Co., Ltd Minhang District, 201112
Shanghai
) Unit 104, 1st Floor,7th Building,
5 May do huyét ap Blood Pressure Cuff MHO002RC12HP1 Shanghai Berry Electronic NO.1188 Lianhang Road, CHINA
Tech Co., Ltd Minhang District, 201112
Shanghai
Unit 104,1st Floor,7th Building,
. . . Shanghai Berry Electronic NO.1188 Lianhang Road,
6 |Daysac Charging Line BSL61 Tech Co., Ltd Minhang District, 201112 CHINA
Shanghai




