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S4:200001418/PCBA-HN Thanh phé Ha Néi, ngay 13 thang 08 nim 2020

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 ARQON VIET NAM

2. bia chi: S6 23, t6 10, duong Linh Nam, Phuong Linh Nam, Quan Hoang Mai, TP Ha Noi, Viét
Nam, Phuong Linh Nam, Quan Hoang Mai, Thanh phé Ha Noi

3. S6 vin ban dé nghi cta co s¢: 002-20/RA-MGI Ngay: 10/08/2020
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t&: B kit phan tng giai trinh tw chung

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 chuén 4p dung: EN ISO 13485:2016

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

Tén chu s& hiru: Wuhan MGI Tech Co., Ltd., China

Dia chi chu s¢ hiru: Building 24, Stage 3.1, Biolake Accelerator, No. 388, 2nd Gaoxin Road, East
Lake High-Tech Development Zone, 430075, Wuhan, China

6. Thong tin vé co s¢ bao hanh:

7. Thanh phan hd so:

1 | Phu lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chuing nhan dat ti€u chuan quan ly chat lugng con hiéu lyc tai thoi diém ndp ho so

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

Giay xac nhan du di€u ki¢n bao hanh

Tai liéu mo ta tom tat k¥ thuat TTBYT theo mau s6 1 Phuy lyc 8

N SN | B

Giay chtng nhan hgp chuan hozic Ban tiéu chuan ma chii s¢ hitu trang thiét bi y té cong
bo 4p dung

g | Két qua danh gia cac thong sb hoa, 1y, visinh va cac thong s0 khac do co so du diéu
kién theo quy dinh cua phap luat vé danh gia sy phu hop cap dbi voi trang thiét bi y té
san xudt trong nudc

9 | Tai liéu hudng dan sir dung cua trang thiét bi y té

10 | Mau nhén sé& sir dung khi luu hanh tai Viét Nam cia trang thiét bi y té




11

Giéy chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém nop ho so doi véi trang thiét
bi y té nhap khau hodc Phiéu ti€p nhén ho so cong bo du diéu kién san xuat trang thiét
biy té do1 voi TTBYT san xuat trong nude

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chanh Van phong
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2 G400 SM FCL PE50
3 G400 SM FCL SE100
4 G400 SM FCL SE50
5 G400 SM FCL SE35
6 G400 SM FCS PE150
7 G400 SM FCS PE100
8 G400 SM FCS SE100
9 G400 SM App-A FCL PE150
10 G400 SM App-A FCL PE100
11 G400 SM App-A FCL SE50
B¢ kit phén wng giai trinh
12 tw chung G50 SMFCLPEIS0 | \yyhan MGI Tech Co., Ltd., | Wuhan MGI Tech Co., Ltd.,
13 Universal Sequencing G50 SM FCL PE100 China China
14 Reaction Kit G50 SM FCL PE50
15 G50 SM FCL SE100
16 G50 SM FCL SE50
17 G50 SM FCS PE150
18 G50 SM FCS PE100
19 G50 SM FCS SE100
20 T7 SM FCL PE100
21 T7 SM FCL SE100
22 T7 SM FCL SE50
23 T7 SM FCL SE35
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