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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 bo: 220000456/PCBB-BYT
Ngay cong bo: 10/01/2022

1. Tén co s¢ cong bo: VAN PHONG DAI DIEN OMRON HEALTHCARE SINGAPORE
PTE LTD TAI THANH PHO HA NOI | , ’

2. DPia chi: Tang 6, toa nha van phong Tong cong ty 789, s6 147 Hoang Qudc Viét, Phuong
Nghia b6, Quan Cau Giéy, Thanh phé Ha No1

3. S6 vin ban cua co so: HEM-7124 Ngay: 10/01/2022

4. Trang thiét bi y té thudc loai B

Tén trang thiét bi y té&: May do huyét ap bap tay tu dong

Tén thuong mai:

M3 Global Medical Device Nomenclature — GMDN (néu c6):

Chung loai: Theo phu luc

M3 san pham (néu c6): Theo phu luc

Quy cach dong goi:

Muc dich str dung: May thich hop cho nguoi 6 bénh tang huyét ap va nguoi can kiém tra
theo ddi huyét 4 ap hang ngay dé phong chng ting huyét ap.

Tén co s& san xuat: Theo phu luc

Dia chi co s& san xuit: Theo phu luc

Tiéu chuan chat lwong san pham 4ap dung: Tiéu chuan ctia nha san xuét

5. D61 voi trang thiét bi y té chira chat ma tay, tién chat (néu co):

Tén chit ma tuy, tién chat: Tén khoa hoc:

Ma thong tin CAS:

Nong d6, ham luong chat ma tuy, tién chat:

Téng ham luong chat ma tuy, tién chat trong mot don vi dong goi nho nhat:
6. Thong tin vé chu so hitu trang thiét bi y té:

Tén chu s¢ htru: OMRON HEALTHCARE Co., Ltd.

Dia chi chu s¢ hitu: 53, Kunotsubo, Terado-cho, Muko, Kyoto 617-0002, Japan
7. Thong tin vé co s& bao hanh (néu co):

Tén co so: Cong ty TNHH DKSH Viét Nam (chi nhanh tai Ha No61)



DPia chi: Toa n}lé Peakview Tower, 36 phé Hoang Cau, Phuong O Chg Dura, Quan Béng
Pa, Thanh ph6 Ha Noi

Dién thoai ¢b dinh: (024) 3787 7979 Dbié¢n thoai di dong: Khong ap dung

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

Pia chi: S6 21 phd Pang Tién Pong, Phuong Trung Liét, Quan Pdng Pa, Thanh phd Ha
Noi

Dién thoai cb dinh: 0438515265  Dién thoai di dong: 0435370657

Tén co sé: Cong ty TNHH DKSH Viét Nam

DPia chi: Tﬁ)a 1:11’151 Viettel Complex, 285 Cach Mang Thang Tam, Phuong 12, Quan 10,
Thanh ph6 H6 Chi Minh

Dién thoai ¢b dinh: (028) 3812 5848 bién thoai di dong: Khong ap dung

8. S6 cong bd du didu kién san xuat ddi véi trang thiét bi y té san xuat trong nudc:

9. Thanh phan ho so:

1 | Gidy chtng nhan dat tiéu chuan quan 1y chat lugng ISO 13485

Gidy uy quyén cua chi sé hitu trang thiét b y té

Giay xac nhan du di€u kién bao hanh

Tai liéu mo ta tom tat k¥ thuat trang thiét bi y té bang tiéng Viét

Ban tiéu chuan ma chu s¢ hitu trang thiét bi y té cong bd ap dung

Gidy chtng nhan hop chuan
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Gidy chtng nhan luu hanh tu do d6i voi trang thiét bi y té nhap khau




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE
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STT TEN TRANG THIET BI Y TE CHUNG LOAI MA SA;N P,HAM PONG GOI TEN CO SO SAN XUAT PIA CHI CO SO SAN XUAT NUOC
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No. 28 VSIP II, Street 2, Vietnam-
My do huyét 4p bip tay tur don OMRON HEALTHCARE | pheaPare et bark 0, S
] y yetap bap fay trdong HEM-7124 MANUFACTURING g Yy VIET NAM

VIETNAM CO., LTD.

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




