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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 bd: CONG TY CO PHAN A CHAU
2. biachi: S6 17, L6 12A, khu d6 thi Trung Yén, Phuong Yén Hoa, Quan Cau Giay, Thanh pho
Ha Noi
3. S6 vin ban dé nghi cua co sé: 0120AC/VBCB Ngay: 12/08/2020
4. Trang thiét bi y té thudc loai A
Tén trang thiét bi y té: Hé thong tach chiét axit nucleic NES-32
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 chuan 4p dung: ISO 13485:2016
5. Thong tin vé chu s hitu trang thiét bi y té :
Tén chu s& hiru: ACON Laboratories, Inc.
Dia chi chu s¢ hitu: 5850 Oberlin Drive, # 340, San Diego, CA 92121, USA.
6. Thong tin vé co sé bao hanh:
(1) Tén co sé: Cong ty C6 phan A Chau
Dia chi: S6 17, Lo 12A, khu d6 thi Trung Yén, Phuong Yén Hoa, Quan Cau Gidy, Thanh phd
Ha Noi
Dién thoai ¢ dinh: 0437832446 bién thoai di dong:
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 | Gidy chiing nhan dat tiéu chuan quéan 1y 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 diéu kién bao hanh

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

N SN | B

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




Két qua danh gia cac thong so hoa, 1y, vi sinh va céac thong s6 khac do co so du diéu

’ kién theo quy dinh ctia phap ludt vé danh gia su phu hop cap doi véi trang thict bi y té
san xuat trong nudc

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

10 | MAu nhan sé& su dung khi luu hanh tai Viét Nam cua trang thiét bi y té

11 | Gidy chimg nhan luyu hanh ty do con hiéu lyc tai thdi diém nop ho so d6i véi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan hd so cong bd du diéu kién san xuat trang thiét
biy té doi voi TTBYT sdn xuat trong nudce

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chanh Van phong
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Hé théng tach chiét
axit nucleic NES-32

chiéc

NES-32 Nucleic Acid
Extraction System

- 1 may tach chiét axit nucleic NES-
32

- 1 ddy ngudn 220V

-2 chu chi (T10AL25)

- 1 tubc no vit luc giac

- 1 Huéng dan sir dung

Nucleic Acid (RNA)
Extraction Kit

Quy céch 1: Hop 16 phan tng gom:
- 2 dia giéng sau

- 2 tip comb

- 1 Huéng dan st dung

Quy csich 2: Hop 32 phan ing gom:
- 2 dia giéng sdu

- 4 tip comb

- 1 Huéng dan st dung

Whole Blood Genomic
DNA Extraction Kit

Hop 32 phan ing gom:
- 2 dia giéng sau

- 700 pL Proteinase K

- 2 tip comb

- 1 Huéng dan sit dung

Nucleic Acid (DNA)
Extraction Kit

Quy cach 1: Hop 16 phan tmg gbm:
- 2 dia giéng sau

- 375 uL Proteinase K

- 2 tip comb

- 1 Huéng dan st dung

Quy cach 2: Hop 32 phan Ung gbm:
-2 dia giéng sdu

- 700 pL Proteinase K

- 4 tip comb

- 1 Huéng dan st dung

ACON Biotech (Hangzhou)
Co., Ltd.

ACON Laboratories, Inc.

Cong ty C phén A
Chau

S6 17,16 12A, khu db thi
Trung Yén, Phuong Yén
Hoa, Quén Cau Gidy, TP Ha
Nbi
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