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84: 200000013/PCBA-HCM Tp H6 Chi Minh, ngay 02 thang 01 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 bdé: CONG TY TNHH ROCHE VIET NAM

2. Dia chi: Tﬁng 27, Toa nha Pearl Plaza, 561 A DPi¢n Bién Phu, Phuong 25, Quén Binh Thanh,
Thanh phd H6 Chi Minh

3. S6 van ban d& nghi cua co so: 0917/19/RV Ngay: 30/12/2019

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Hoa chét xét nghiém diing trong chan doan in vitro duoc ding dé tach chiét
céc chat phan tich dic hiéu tir mau th.

Chung loai/ma san pham: ISD Sample Pretreatment (05889073190 ISD Sample PT Elecsys cobas
e 100)/05889073190

Tén co so san xuat: Roche Diagnostics GmbH, Prc

Dia chi co sé san xuat: Sandhofer Strasse 116, 68305 Mannheim, Dirc
Tiéu chuan 4p dung: Tiéu chuan nha san xuat

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

Tén chu sé hiru: Roche Diagnostics GmbH, Buc

Dia chi chu s& hitu: Sandhofer Strasse 116, 68305 Mannheim, Duc

6. Thong tin vé co s¢ bao hanh:

7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bj y té

2 | Ban phan loai trang thiét bi y té

3 | Giay chung nhén dat ti€u chuan quan 1y chat lugng con hiu luc tai thoi diém ndp ho so.

4 | Gidy tiy quyén cua chu so hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liéu md ta tom tat k¥ thuat TTBYT theo mau s6 1 Phu luc 8

7 | Gidy ching nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét b y té cong
bo 4p dung

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

9 | Mau nhan s& str 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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Pham Thi Thanh Huyén
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