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86 :170001595/PCBA-HCM Tp H6 Chi Minh, ngay 13 thang 09 nim 2017

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 bdé: CONG TY TNHH CONG NGHE SINH HOC MBS

2. bia chi: 61 Nguyén Qui Pirc, Phuong An Pht, Quan 2, Thanh phé H6 Chi Minh
3. S6 van ban d& nghi cua co sd : 050917/MBS-CBTCAD Ngay: 08/09/2017

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Hoa chat Xét nghiém IVD dung cho may Kingfisher (KF)
Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chudn ap dung: Theo cac yéu ciu cua Chi thi 98/79/EC (CE-IVD)

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

Tén chu s¢ hitu: STRATEC Molecular GmbH

Dia chi chu sé hiru: Robert-Rossle-Stralie 10,13125 Berlin

6. Thong tin vé co s& bao hanh:

7. Thanh phan hd so:

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

Gidy chung nhan dat tiéu chuan quan 1y chat luong

2
3 | Phu luc chi tiét trang thiét bj y té
4

Ban phan loai trang thiét bi y té

5 | Phiéu tiép nhan ho so cong bo du dicu kién san xuat trang thiét bi y té hodc Gidy chung
nhan dat tiéu chuan quan 1y chat luong con hiéu luc tai thoi di€ém ndp ho so cong bo doi
véi trang thiét bi y t€ nhdp khau.

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 ki thuat trang thiét bi y té
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Giay chtng nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét b y té cong
bo 4p dung
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Tai liéu huéng dan sir dung ciia trang thiét bi y té

11

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 COSO | TENCO SO ' _ .
STT TEN TRANG THIET BI'Y [ PON VI [CHUNG LOAl/ MA . SAN XUAT/ |CHUSOHUU/| TEN COSO | PIA CHI CO SO
TE TINH SAN PHAM (NEU CO) HANG, NUGC | HANG, NUGC | BAO HANH BAO HANH
SAN XUAT | CHUSOHUU
Cum xét nghiém IVD diing cho may Kingfisher (KF)
B0 xét nghiém IVD InviMag
1 |[Blood DNA Mini Kit/KFDuo Bo 2431130250 480 test/ bo
wi/o plastic
B xét nghiém IVD InviMag Bo 2441150450 300 test/ bo
2 |Virus DNA/RNA Mini
Kit/KFml w/o plastic Bo 2441150250 75 test/ bo
B0 xét nghiém IVD InviMag ?\;II'R;ATIIEC ?\;II—RIATIIEC CO(?? tyI;II'NhI—JH P6hl Ngu}:nglll} Du(i’
3 |Universal Kit/KFDuo w/o Bo 2450130250 480 test/ bd olecutar olecular (Cong Nghé udng An Phi, Quin
plastic GmbH, buc GmbH, btic [Sinh Hoc MBS| 2, Tp. H6 Chi Minh
B xét nghiém IVD InviMag . .
4 | Universal Kit/KF96 Bo 7450300200 480 test/ bo
B xét nghiém IVD InviMag . .
5 |\irus RNA Kit/KF96 B 7443300200 480 test/ bo
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