SO Y TE HA NOI CONG HOA XA HQI CHU NGHIiA VIET NAM
Doc 1ap - Tu do - Hanh phuc

S4: 190001228/PCBA-HN Thanh phé Ha Néi, ngay 06 thang 09 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 bdé: CONG TY TNHH THIET BI MY THANH
2. bia chi: S6 7, ngach 6, ngd 8, dudng Lé Trong Tan, t6 1, phuong La Khé, quan Ha Pong, TP
Ha Noi, Phuong La Khé, Quan Ha Pong, Thanh phd Ha Noi

3. S6 van ban dé nghi cta co sé: 2908-HSCBA Ngay: 30/08/2019

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Hoa chat dung cho may xét nghiém huyét hoc

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 chuédn 4p dung: ISO 13485:2016

5. Thong tin vé chu s hiru trang thiét bi y té :
Tén chu sé hitu: B&E Bio-Technology Co., Ltd., Yantai

Dia chi chu s¢ hitu: 10 Baoyuan Road, Laishan District, Yantai, 264003, China

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 uy quyén cta chi s 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

QUY | TEN COSG Tlél:it(’;(;go PIA CHI
TEN TRANG | PON VI CHUNg; CACH SAN~XUAT/ HUU/ T]::N (;0 éO SO
STT THIET BIY TEl TiNH LOAI SAN| DONG HANG, HANG SO BAO BAO
: PHAM |GOI (NEU| NUOC SAN e | HANH S
c O) XUAT NUQC 9HU HANH
SO HUU
1 Diluit-Sys Lit 1131 20L B&E Bio- | B&E Bio- | Khong ap | Khong ap
Technology | Technology | dung dung
2 sheath-Sys Lit 1159 20L Co.,Ltd., Co.,Ltd.,
Diluit-Sys- Lit Yantai Yantai
3 Retic 1130 1L
Probe- mL 500ml,
4 Cleaner 1397 1000ml
5 Diluit - MEK Lit 1138 0L
6 Cleaner Lit 1391 5L
7 Probe- Lit 1301 5L
Cleaner
8 Diluit- Dyn Lit 1150 20L
9 Sheath-Ruby Lit 1195 20L
10 Rinse Lit 1393 5L,20L
EZ-Cleanem mL
111 concentrate 1308 100ml
12 Diluit-BC Lit 1139 0L
13 | E#Clean Lit 1311 | 1Lx4
14 Diluit-HX Lit 1161 20L
Diluit-OT Lit
15 1140 20L
- . Lit
16 Diluit-3Diff 1129

20L
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