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84: 200000758/PCBA-HCM Tp H6 Chi Minh, ngay 18 thang 05 nim 2020

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 bé: CONG TY TNHH ROCHE VIET NAM

2. bia chi: Tang 27, Toa nha Pearl Plaza, 561 A Dién Bién Phu, Phuong 25, Quan Binh Thanh,
Thanh phd H6 Chi Minh

3. S6 vin ban dé nghi cta co sé: 1048/20/RV Ngay: 13/05/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t€: Linh kién, phu kifftn, vat tu ti€u hao dung nhu 1a vat tu tiéu hao dung mot
lan dugc st dung trén may phan tich mién dich.

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuét: Theo phu luc

Dia chi co s& san xuét: Theo phu luc

Tiéu chuan 4p dung: Tiéu chuan nha san xut

5. Thong tin vé chu s hiru trang thiét bi y té :

Tén chu sé hitu: Roche Diagnostics GmbH, Buc

Pia chi chu s& hiru: Sandhofer Strasse 116, 68305 Mannheim, Purc

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Phy lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 | Giay chung nhan dat ti€éu chuan quan ly chat lugng con hiéu luc tai thoi diém ndp ho so,

Gidy uy quyén cta chu so hiru trang thiét bi y té

Giay xac nhan du diéu kién bao hanh

Tai liéu mo ta tom tat k¥ thuat TTBYT theo mau s6 1 Phy lyc 8

<N N | B

Giay chung nhén hop chuan hoac Ban ti€u chuan ma chu sé hitu trang thiét bi y té€ cong
bo 4p dung

g | Két qua danh gia cic thong so hoa, 1y, vi sinh va cac thong s6 khic do co s¢ du diéu
kién theo quy dinh cta phap luat vé danh gia su phu hop cap doi vdi trang thict bi y t&
san xuat trong nudc

9 | Tai liéu hudng dan sir dung cua trang thiét bi y té

10 | MAu nhan sé& su dung khi luu hanh tai Viét Nam cua trang thiét bi y té




11

Giay chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so doi1 vai trang thiét
bi y t€ nhap khau hodc Phiéu tiép nhan ho so cong bo du di€u kién san xuat trang thiét
biy t€ doi voi TTBYT san xuat trong nudc

NGUOI TIEP NHAN HO SO

Ky béi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S& Y té, Thanh
pho HO6 Chi Minh
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Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

T TEN TRANG THIET | PONVI | CHUNG LOAI SAN Qngig‘z%fll TEN CO SO SAN XUAT/ Tlg}gg ?U%%UCSH%};%U/ T 5 S ) R PIA CHI CO SO BAO
BIY TE TINH PHAM 2 2 HANG, NUOC SAN XUAT P HANH
(NEU CO) HUU
Flex Precision Plastics Solutions
) (Switzerland) AG, Thuy S§ Ting 27, Toa nha Pearl Plaza,
AssayTip/AssayCup tray Hoge 561A Dién Bién Phu, Phuong 25
1 |AssayTip/AssayCup tray (05694302001_AssayTip/A Eppendorf AG, Burc Roche Diagnostics GmbH, Puc  |Cong ty TNHH Roche Viét Nam : , &2

ssayCup tray)

Hoac
Nypro Healthcare GmbH, Duc

Quén Binh Thanh, Thanh phé Hb
Chi Minh
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