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S4: 190000872/PCBA-HCM Tp H6 Chi Minh, ngay 09 thang 08 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 bé: CONG TY TNHH CONG NGHE SINH HQC MBS
2. Dia chi: 61 Nguyén Qui Dttc, Phudng An Pht, Quan 2, Thanh phé H6 Chi Minh
3. S6 vin ban dé nghi cta co s¢: 0519/MBS-CBTCAD Ngay: 05/08/2019
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Bo xét nghiém IVD Invisorb

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

bia chi co s san xuét: Theo phu luc

Tiéu chuan 4p dung: CE-IVD (Chi thi 98/79/EC)

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

Tén chu s¢ hitu: INVITEK Molecular GmbH

Dia chi chu s¢ hitu: Robert-Rossle-Stra3e 10, 13125 Berlin, Germany

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,

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

5 | Gidy x4c nhan du diéu kién bao hanh

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

7 | Gidy ching nhan hop chuén hodc Ban tiéu chuan ma chu s¢ 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& s dung khi luu hanh tai Viét Nam cua trang thiét bi y té
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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

\ (/lul “'/“"

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

< - 2 TEN CO SO CHU
TEN TRANG THIET BT | PON i MASAN | QUYCACH | TENCOSOSAN | o4 by HANG, | TEN COSOBAO | DIA CHi CO SO
STT VT VI CHUNG LOAI PELAN PONG GOI XUAT/ HANG, NUGC CHU SO AN BAG HANH
TINH (NEU CO) NUOC SAN XUAT HOU
1 |Bo xét nghiém IVD Invisorb | B :Qi‘{'sorb Spin Universal | 1050100300 | 250 test/ bo
2 |B6 xét nghiém IVD Invisorb | B :;‘i‘:'sorb Spin Universal | 050100200 | 50 test/ bo
A i . . |Invisorb Spin Virus .
3 |B0 xét nghiém IVD Invisorb Bo DNA Mini Kit 1040200300 250 test/ bd
. n . . |Invisorb Spin Virus R
4 |Bo xét nghiém IVD Invisorb Bo DNA Mini Kit 1040200200 50 test/ bd
A A . . |Invisorb Spin Virus . R x o
5 |B0 xét nghiém IVD Invisorb Bo RNA Mini Kit 1040300300 250 test/ bd INVITEK Molecular | INVITEK Molecular Cf)ng ty TI\II—!H 61 Nguyen Qu’I DucA,
Invisorb Spin Virus GmbH, Pitc GmbH, Dirc Cong Ngh¢ Sinh | Phuong An Phu, Quan
6 |Bo xét nghiém IVD Tnvisorb | Bo SPin 1040300200 | 50 test/ bo ’ ’ Hoc MBS 2, Tp. Hb Chi Minh
RNA Mini Kit
Invisorb Spin Blood
7 |Bo xét nghiém IVD Tnvisorb | Bo M\i’r'“ i o 1031100300 | 250 test/ bo
Invisorb Spin Blood
8 [Bo xétnghim IVD Tnvisorb | Bo |00 P 1031100200 | 50 test/ bo
Invisorb Spin Tissue
9 [Bo xét nghiém IVD Tnvisorb | Bo M\i’r'“ i pin Tissu 1032100300 | 250 test/ bo
Invisorb Spin Tissue
10 |B6 xét nghiém IVD Invisorb | B P 1032100200 | 50 test/ bo

Mini Kit
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