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

S4: 180001375/PCBA-HN Thanh phé Ha Néi, ngay 31 thang 07 nim 2018

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 THIET BI VA CONG NGHE Y TE VIET NAM
2. bia chi: Tang 10, tda nha Oriental, s6 324 Tay Son, Phuong Nga Tu So, Quan Pong Pa, Thanh
pho Ha No61i, Phuong Nga Tu Sé, Quan DPong PBa, Thanh phd Ha Noi

3. S6 van ban dé nghi ctia co so: 23/CV/2018 Ngay: 21/07/2018

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 xuét: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan 4p dung: 98/79/EC

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

Tén chu sé hitu: Shenzhen Mindray Bio- medical Electronics co.,ltd

Dia chi chu s¢ hitu: Mindray Building, Keji 12th Road South High- tech, Industrial Park,
Nanshan, Sher}zhen 518057, P.R. China
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 bi y té thudc loai A

Gidy chung nhan dat tiéu chuan quan 1y chat luong

Phu luc chi tiét trang thiét bi y té

Ban phan loai trang thiét bi y té

Nl ] W] N

Phiéu tiép nhan ho so cong bd du diéu kién san xuat trang thiét bi y té hoic Gidy chung
nhan dat tiéu chuan quan 1y chat luong con hiéu lyc tai thoi diém ndp ho so cong bo doi
voi trang thiét bi y t€ nhap khau.

6 | Gidy iy quyén ciia chu s hitu trang thiét bi y té

7 | Gidy x4c nhan du diéu kién bao hanh

8 | Tailiéu mé ta tom tat ki thuat TTBYT




Giay chimg nhan hop chuan hoic Ban tiéu chuan ma chi so hitu trang thiét bi y té cong

9 )
bo 4p dung
10 | Tai liéu huéng dan st dung cua trang thiét b y té
11 | Mau nhén sé& st dung khi luu hanh tai Viét Nam cia trang thiét bi y té

NGUOI TIEP NHAN HO SO

Nguyén Dtic Tuin
Chanh Van phong




BANG KE CHI TIET TRANG THIET BI Y TE

sti| TENTRANG | pocyippgy | CHONGLOATSAN | P00 SN | HANG, NUGC CHO SO
) XUAT HUU
1 can/thing M-18D Diluent
2 chai M-18 CFL Lyse
3 can/thiing M-30D Diluent
4 chai M-30CFL lyse
5 chai M-53LEO (I) Lyse
6 chai M-53LEO (II) Lyse
7 chai M-53LH Lyse
8 can/thung M-53D Diluent
9 can/thing M-58D Diluent
10 chai M-58LEO (I) Lyse
11 chai M-58LEO (II) Lyse
12 , chai M-58LBA Lyse
Héa chat dung cho Shenzhen Mindray Bio- Shenzhen Mindray Bio-
13 | may xé‘f nghiém chai M-58LH Lyse medical Electronif:s medical Electronis:s co.,ltd,
huyét hoc co.,ltd, Trung Quoc Trung Quodc
14 Io M-30P Probe Cleanser
15 lo M-30E E-Z Cleanser
16 can/thung M-30R Rinse
17 lo M-18P Probe Cleanser
18 Io M-18E E-Z Cleanser
19 can/thing M-18R Rinse
20 chai M-53 Cleanser
21 lo M-53P Probe Cleanser
22 Io M-50P Probe Cleanser
23 chai M-50 Cleanser
24 chai M-58 Cleanser
25 lo M-58P Probe Cleanser
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