SOY TE TP HO CHi MINH CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

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

S6 cong bd: 240001952/PCBB-HCM
Ngay cong bo: 28/08/2024

1. Tén co s& cong bé: CONG TY TNHH OMRON HEALTHCARE
VIETNAM ’
2. bia chi: Lau 5, Toa nha E.town Central, S6 11, Puong Poan Van Bo,

Phuong 13, Quan 4, Thanh phé H6 Chi Minh

3. S6 vin ban cua co so: MC-246MC-341MC-343F Ngay: 23/08/2024
4. Thiét bi y té thudc loai B

Tén thiét b y té&: Nhiét ké dién tir

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 str dung: Thiét bi nay co thé do nhiét do co thé qua mi¢ng, hdu mon
hodc nach cho moi ngud1 & moi lra tudi. Thiét bi nay co6 thé dugc sir dung bdi
nhiéu nguoi dung.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham ap dung: Tiéu chuan cia nha san xuat

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: OMRON HEALTHCARE Co., Ltd.

bia chi chu sé hiru: 53, Kunotsubo, Terado-cho, Muko, KYOTO, 617-0002 ,
JAPAN

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



Tén co sé: CONG TY TNHH DICH VU THIET BI Y TE NAM HOANG

Dia chi: S6 n}}é 24B, E7 phu, ngﬁ 6 ngach 6/7 Phuong Mai, Phuong Phuong
Mai, Quéan DPong Pa, Thanh ph6 Ha Noi1

Pién thoai ¢b dinh: 0974707105  Dién thoai di dong: +84 985 258 766

Tén co sd: Cong ty TNHH DKSH Vi¢t Nam (chi nhanh tai Ha Noi)

Dia chi: Tang 16, To6a nha Peakview Tower, 36 phd Hoang Cau, Phuong O
CI}Q Dtra, Quan Déqg ba, Thanh ph6 Ha Noi, Phuong O Cho Dura, Quan
bong Pa, Thanh pho Ha Noi

Pién thoai ¢b dinh: +84 24 8589 8408 bién thoai di dong: 84 24 8589
8408

Tén co s¢: Cong ty TNHH DKSH Viét Nam

Dia chi: Tﬁng 6, block A2, t(‘)q nha Viettel Complex, s6 285 Cach Mang Tl}éng
8,‘Phu’(‘mg 12, Quan 10, TP H6 Chi Minh, Phuong 12, Quan 10, Thanh phd
Ho6 Chi Minh

Pién thoai ¢b dinh: +84 28 3812 5801 Dién thoai di dong: +84 908 019
299

Tén co s6: CONG TY TNHH THUONG MAI - DICH VU VA SAN XUAT
VIET TUONG

Dia chi: S0 58/415, duong Quang Trung,, Phuong 12, Quin Go Vép, Thanh
phd HO Chi Minh

Pién thoai c¢b dinh: 0084 (028) 3811 5622 Pién thoai di dong: 0084 0908 337
507, 0084 0933 945 025

Tén co s6: CONG TY TNHH KY THUAT VA THUONG MAI TIEN
THANH

Dia chi: S6 21 phd Pang Tién Pong, Phuong Trung Liét, Quan Péng Da,
Thanh pho Ha Noi

Dién thoai cb dinh: 024 3851 5265 Pién thoai di dong:
0568866678
Tén co so: Cong ty cd phan Thiét bi y té Viét Gia

Die} chj: 274C Nguyén Trong Tuyén, Phuong 10, Quan Phtt Nhuén, Thanh
pho H6 Chi Minh

Dién thoai ¢d dinh: 39979434 Dién thoai di dong:
Tén co sé: CONG TY TNHH IDS MEDICAL SYSTEMS VIET NAM

bia chi: Toa nha Lottery Tower, Tﬁr}g 1‘2A, Lau 12A-01, s6 77 Tran Nhan
Ton, Phuong 09, Quan 5, Thanh pho H6 Chi Minh



Pién thoai ¢ dinh: 02838303072 Dién thoai di dong: 1800 0028
8. S6 cong bo du diéu kién san xuat doi véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty quyén cta chi so hitu thiét bi y té X
4 Giéy 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¥ thudt mo ta chirc ning, thong s6 ki thuat cua thiét bj y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chimg nhan hop chuan hoic ban tiéu chuan ma cha so hitu thiét |
bi y té cong bo ap dung

7 | Gidy chtrng nhén luu hanh ty do con hiéu lyc tai thoi diém nop ho so |«
d6i véi 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)
Nhiét k& dién i No.3, Song Jiang Road, Economic
1 ¥ ¥ MC-246 OMRON DALIAN Co., Ltd. [and Technical Development Zone, | CHINA
Dalian, 116600 Liaoning
No. 28 VSIP II, Street 2, Vietnam-
Nhiét k& dién i OMRON HEALTHCARE Singapore Industrial Park II, Binh
2 ; ; MC-246 MANUFACTURING Duong Industry-Service-Urban VIET NAM
VIETNAM CO., LTD. Complex, Hoa Phu Ward, Thu Dau
Mot City, Binh Duong Province
Nhiét k& dién i No.3, Song Jiang Road, Economic
3 : : MC-341 OMRON DALIAN Co., Ltd. [and Technical Development Zone, | CHINA
Dalian, 116600 Liaoning
No. 28 VSIP II, Street 2, Vietnam-
Nhiat ké dien tir OMRON HEALTHCARE Singapore Industrial Park II, Binh
4 i i MC-341 MANUFACTURING Duong Industry-Service-Urban VIET NAM
VIETNAM CO., LTD. Complex, Hoa Phu Ward, Thu Dau
Mot City, Binh Duong Province
Nhiét ké dien tir No.3, Song Jiang Road, Economic
5 : : MC-343F OMRON DALIAN Co., Ltd. [and Technical Development Zone, | CHINA
Dalian, 116600 Liaoning
No. 28 VSIP 11, Street 2, Vietnam-
Nhiét k& dién i OMRON HEALTHCARE Singapore Industrial Park II, Binh
6 ; ; MC-343F MANUFACTURING Duong Industry-Service-Urban VIET NAM

VIETNAM CO., LTD.

Complex, Hoa Phu Ward, Thu Dau
Mot City, Binh Duong Province




