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PHIEU TIEP NHAN

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

1. Tén co s& cong bé: CONG TY TNHH ROCHE VIETNAM
2. Pia chi: Tang 27, Toa nha Pearl Plaza, 561A Dién Bién Phu, Phuong 25, Quan Binh Thanh,
TPHCM, Viét Nam, Phuong 25, Quan Binh Thanh, Thanh phé H6 Chi Minh

3. S6 van ban dé nghi ctia co s¢ : 0562/17/RV Ngay: 28/11/2017
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Ho trang thiét bi y té cobas® 4800 System Sample Preparation Kit 2
Chung loai/ma san pham: Theo phu luc

Tén co s& san xuét: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan 4p dung: Tiéu chuan nha san xuat

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

Tén chu sé hitu: Roche Diagnostics GmbH

DPia chi cha sé htru: Sandhofer Strasse 116, 68305 Mannheim, Purc
6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Vin ban cong b tiéu chuan ap dung cia trang thiét bi y té thudc loai A

Gidy chung nhan dat tiéu chuan quan 1y chat luong

Phu luc chi tiét trang thiét bi y té

Ban phén loai trang thiét bi y té
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Phiéu tiép nhan ho so cong b du diéu kién san xuét trang thiét bi y té hodc Gidy chimg
nhan dat tiéu chuan quan 1y chat lugng con hiéu lyc tai thoi diém ndp ho so cong bo doi
voi trang thiét bi y t€ nhap khau.

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

Giay xac nhan du di€u kién bao hanh

Tai liéu mo ta tom tat k§ thuat TTBYT
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Giay chtng nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét bi y té cong
bo 4p dung
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Tai liéu huéng dan sir dung ciia trang thiét bi y té
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Mau nhén s& str dung khi luu hanh tai Viét Nam cua trang thiét bi y té

NGUOI TIEP NHAN HO SO
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Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

QUY CACH| TEN CO SO SAN TEN CO SO CHU SO . o
STT | TEN TRANG THIET BI Y TE Bgl:l : ! CHUNG LOAI SAN PHAM PONG GOI | XUAT/ HANG, NUGC | HUU/HANG, NUGC | TEN COSOBAOHANH | DM CH;E;’HSO’ e
(NEU CO) SAN XUAT CHU SO HU'U
cobas® 4800 System Sample Preparation Kit , . . R N R N
1 |Hoa chét xét nghiém Bo |2, 240 Tests (06979513190 KIT COBAS i“gi’fﬁf EZ"“&'Y'""’C“'” Systems, ggcche Diagnostics GmbH, | Cong ty TNHH Roche Viét | Cong ty TNHH Roche Viét
4800 SAMPLE PREP 2 240T CE-IVD) g n . Nam i Nam
Tang 27, Toa nha Pearl Plaza, | Tang 27, Toa nha Pearl Plaza,
bas® 4500 S Samnle P oK 561A Dién Bién Phu, Phuong | 561A Dién Bién Phi, Phuong
cobas ystem Sample Preparation Kit , . . 25 4n Binh Thanh. Tp. HO | 25 an Binh Thanh. Tp. H)
o 4Ry L n . 960 xét  |Roche Molecular Systems,  |Roche Diagnostics GmbH, » Quén Bin anh, 1p. HO » Quén Binh Thanh, Tp. H6
2 |Hoa chat xét nghi¢ém Bo 2, 960 Tests (06979521190 KIT COBAS nghiém  |Inc. My Pite Chi Minh Chi Minh

4800 SAMPLE PREP 2 960T CE-1VD)
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