SO Y TE HA NOI CONG HOA XA HQI CHU NGHIiA VIET NAM
Doc 1ap - Tu do - Hanh phuc

S4: 190001179/PCBA-HN Thanh phé Ha Néi, ngay 04 thang 09 nim 2019

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin 4p dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bd: CONG TY TNHH TM SIXMURS HTH VIET NAM

2. bia chi: S0 60, ngd 643, Pham Van Dong, Phuong C6 Nhué 1, Quéan Bac Tu Liém, Thanh pho
Ha Noi

3. S6 van ban dé nghi cua co so: BRD/DKTB/2019-076 Ngay: 26/08/2019

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t&: May ly tdm card dinh nhoém mau

Chung loai/ma san pham: ID-Centrifuge 12SI11/009550

Tén co so san xuat: Diagnostics Méditerranée S.A. (DME S.A.)

Dia chi co s san xuat: Route Ahmed Zaied Errissala 2044 Mornag, Tunisia

Tiéu chuédn 4p dung: Directive 98/79/EC of the European Parliament and of the Council of 27
October 1998 on in vitro Diagnostic Medical Devices
5. Thong tin vé chu so hiru trang thiét bi y té :

Tén chu so hiru: DiaMed GmbH
DPia chi cha sé htru: Pra Rond 23, 1785 Cressier FR, Switzerland
6. Thong tin vé co s¢ bao hanh:

(1) Tén co sé: Cong ty TNHH Thiét Bi Y Té Phuong Pong

Pia chi: S6 20, Ngd 7, phd T,héi Ha, Phuong Trung Liét, Quan Pong Pa, thanh ph Ha Noi,
Phuong Trung Li¢t, Quan Pong Pa, Thanh pho Ha N1

Dién thoai ¢ dinh: 04 3573 8301 bién thoai di dong:
7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giay chuing nhan dat tiéu chuan quan 1y chat luong con hiéu luc tai thoi diém ndp ho so.

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

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liu mo ta tom tat ky thuat TTBYT theo mau s6 1 Phu lyc 8




7 | Gidy chung nhan hop chuan hodc Ban ti€u chuan ma chu so hitu trang thiét bi y t€ cong
bo ap dung

8 | Tailidu hudng din sir dung cua trang thiét bj y té

9 | Mau nhan s& str dung khi luu hanh tai Viét Nam cua trang thiét bi y té

10 | Gidy ching nhan luu hanh tu do con hi€u luc tai thoi diém ndp hd so doi voi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan ho so cong bd du diéu kién san xuét trang thiét
biy t€ doi voi TTBYT san xuat trong nudc

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chanh Van phong
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