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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 bdé: CONG TY TNHH ROCHE VIET NAM

2. bia chi: Tang 27, Toa nha Pearl Plaza, 561A Dién Bién Phu, Phuong 25, Quan Binh Thanh,
Thanh ph6 H6 Chi Minh

3. S6 van ban d& nghi cua co so: 0876/19/RV Ngay: 30/12/2019
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Linh kién, phu kién

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chudn 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

Dia chi chu sé hiru: Sandhofer Strasse 116, 68305 Mannheim, Purc

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Phu 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 hi¢u luc tai thoi diém ndp ho so,

4 | Gidy uy quyén cta chi s hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tailiéu mo ta tom tat ki thuat TTBYT theo mau s6 1 Phu luc 8

7 | Gidy chung nhan hop chuan hodc Ban ti€u chuan ma chu so hitu trang thiét bi y t€ cong
bo 4p dung

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

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




10

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
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BANG KE CHI TIET TRANG THIET BI Y TE
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Linh kién, phu kién

sample buffer
(08463689001 _cobas
pro sample buffer)

Hitachi High-Technologies
Corporation, Nhat

Roche Diagnostics GmbH,

Hitachi Instrument (Suzhou),
Ltd., Suzhou, Trung Quéc

blrc

Cong Ty TNHH Roche Vietnam

Tang 27, Toa nha Pearl Plaza,
561A Dién Bién Phu, Phudng 25,
Quan Binh Thanh, TPHCM, Viét
Nam, Phuong 25, Quan Binh
Thanh, Thanh ph& H6 Chi Minh
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