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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 bé: CONG TY TNHH THIET BI AN VIET
2. Dia chi: Sb 64, buong Yén Phy, Phuong Nguyén Trung Truc, Quan Ba Pinh, Ha N§i., Phuong
Nguyén Trung Truc, Quin Ba Dinh, Thanh phd Ha Nbi

3. S6 van ban dé nghi cta co so: PCRA.Acon/AV Ngay: 21/04/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Hoa chét xét nghiém ding cho may phan tich PCR

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s& san xuat: Theo phu luc

Tiéu chudn ap dung: ISO13485:2016

5. Thong tin vé chu s hiru trang thiét bi y té :
Tén chu s& hiru: ACON Laboratories Inc, My
Dia chi chu s¢ hitu: 10125 Mesa Rim Rd, San Diego, CA 92121, Hoa Ky

6. Thong tin vé co sé 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 nhan dat ti€éu chuan quan ly chat lugng con hi¢u luc tai thoi diém ndp ho so,

4 | Gidy iy quyén cua chu so 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

Nguyén Minh Hai
Chanh Van phong




BANG KE CHI TIET TRANG THIET BI Y TE

. A .k ; TEN CO SO CHU SO HU'U/
TEN TRANG PON VI B . < TEN CO SO SAN XUAT/ ~ B >
STT THIET BI'Y TE TINH CHUNG LOAI SAN PHAM HANG, NUGC SAN XUAT HANG, Nggﬁ CHU SO
] Kit Nucleic Acid (RNA) Extraction

Kit (Magnetic Beads)

Héa chét xét nghiém
2 | dung cho may phan Kit
tich PCR

Whole Blood Genomic DNA | Acon Biotech (HangZhou) Co.

. ACON Laboratories Inc, My
Extraction Kit (Magnetic Beads) Ltd, Trung Qudc aboratories Inc, My

Nucleic Acid (DNA) Extraction
Kit (Magnetic Beads)
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